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This section of the FEDERAL REGISTER
contains regulatory documents having general
applicability and legal effect, most of which
are keyed to and codified in the Code of
Federal Regulations, which is published under
50 titles pursuant to 44 U.S.C. 1510.

The Code of Federal Regulations is sold by
the Superintendent of Documents. Prices of
new books are listed in the first FEDERAL
REGISTER issue of each week.

DEPARTMENT OF AGRICULTURE
Food Safety and Inspection Service
[Docket No. 03—025N]

9 CFR Parts 301, 309, 310, 311, 313,
318, 319 and 320

Prohibition of the Use of Specified
Risk Materials for Human Food and
Requirements for the Disposition of
Non-Ambulatory Disabled Cattle; Meat
Produced by Advanced Meat/Bone
Separation Machinery and Meat
Recovery (AMR) Systems; Prohibition
of the Use of Certain Stunning Devices
Used To Immobilize Cattle During
Slaughter; Bovine Spongiform
Encephalopathy (BSE) Surveillance
Program

AGENCY: Food Safety and Inspection
Service, USDA.

ACTION: Notice of availability and
request for comment on preliminary
regulatory impact analysis; extension of
comment period for interim rules.

SUMMARY: The Food Safety and
Inspection Services (FSIS) is
announcing the availability of, and
requesting public comment on, its
preliminary regulatory impact analysis
(PRIA) of three interim rules and a
notice issued by the Agency in the
Federal Register on January 12, 2004, in
response to the detection of a case of
BSE in the United States. The Agency is
also extending the comment period for
the three interim final rules issued on
that date so that the closing date of that
comment period coincides with the
closing date of the comment period for
the PRIA.

DATES: Comments on the interim final
rules issued on January 12, 2004, and
the PRIA are due May 7, 2004.
ADDRESSES: FSIS invites interested
persons to submit comments on this
proposed rule. Comments may be

submitted by any of the following
methods:

e Mail, including floppy disks or CD—
ROM'’s, and hand- or courier-delivered
items: Send to Docket Clerk, U.S.
Department of Agriculture, Food Safety
and Inspection Service, 300 12th Street,
SW., Room 102 Cotton Annex,
Washington, DC 20250.

e Federal eRulemaking Portal: Go to
http://www.regulations.gov. Follow the
online instructions at that site for
submitting comments.

All submissions received must
include the Agency name and docket
number 01-003P or Regulatory
Information Number (RIN) 0583—-AC87.

All comments submitted in response
to this proposal, as well as research and
background information used by FSIS in
developing this document, will be
available for public inspection in the
FSIS Docket Room at the address listed
above between 8:30 a.m. and 4:30 p.m.,
Monday through Friday. The comments
also will be posted on the Agency’s Web
site at http://www.fsis.usda.gov/OPPDE/
rdad/FRDockets.htm.

FOR FURTHER INFORMATION CONTACT: Dr.
Quita Bowman, Director, Directives and
Economic Analysis Staff, Office of
Policy and Program Development, Food
Safety and Inspection Service, U.S.
Department of Agriculture (202) 690—
0486.

SUPPLEMENTARY INFORMATION:

On January 12, 2004, FSIS published
three interim final rules (69 FR 1862,
1874, and 1885) and a notice (69 FR
1892) in the Federal Register in
response to the diagnosis on December
23, 2003, by the U.S. Department of
Agriculture of a positive case of BSE in
an adult Holstein cow in the state of
Washington (see “Prohibition of the Use
of Specified Risk Materials for Human
Food and Requirements for the
Disposition of Non-Ambulatory
Disabled Cattle” (69 FR 1862); “Meat
Produced by Advanced Meat/Bone
Separation Machinery and Meat
Recovery (AMR) Systems” (69 FR 1874);
“Prohibition of the Use of Certain
Stunning Devices Used To Immobilize
Cattle During Slaughter”” (69 FR 1885);
and “Bovine Spongiform
Encephalopathy Surveillance Program”
(69 FR 1892)). The Final rules
promulgated by these documents are
intended to prevent human exposure to
materials that scientific studies have
demonstrated contain the BSE agent in

cattle infected with BSE. Scientific and
epidemiological studies have linked the
fatal human disease, variant Creutzfeldt
Jakob Disease (vCJD) to exposure to BSE,
probably through human consumption
of beef products contaminated with the
agent that causes this disease.

Most of the tissues in which BSE
infectivity has been confirmed have
demonstrated infectivity before cattle
infected under experimental conditions
developed clinical signs of disease.
Thus, when the cow in Washington
State tested as positive for BSE on
December 23, 2003, FSIS determined
that immediate action was necessary to
ensure that materials that could present
a significant risk to human health, but
whose infectivity status cannot be
readily ascertained, were excluded from
the human food supply. Therefore, the
interim final rules described above were
issued on an emergency basis and
became effective immediately upon
publication. In the preamble to those
rule, FSIS explained that it had
determined that prior notice and
opportunity for public comment were
contrary to the public interest, and that
there was good cause under 5 U.S.C. 553
for making the rules effective less than
30 days after publication in the Federal
Register (69 FR 1871, 1883, 1889).

Executive Order 12866 and Regulatory
Flexibility Act

The interim final rules issued on
January 12, 2004, were reviewed under
Executive Order 12866 and two of them,
“Prohibition of the Use of Specified Risk
Materials for Human Food and
Requirements for the Disposition of
Non-Ambulatory Disabled Cattle” (69
FR 1862) and “Meat Produced by
Advanced Meat/Bone Separation
Machinery and Meat Recovery (AMR)
Systems” (69 FR 1874), were
determined to be economically
significant for purposes of that
executive order. However, as stated in
the preamble to the rules, the emergency
situation giving rise to the rulemakings
made timely compliance with Executive
Order 12866 and the Regulatory
Flexibility Act (5 U.S.C. 601 et seq.)
impracticable. Therefore, these interim
final rules did not include analyses of
costs or benefits of the rule or the effects
of the rule on small businesses.

However, in the preamble to those
rules, FSIS stated that when the Agency
completed assessment of the potential
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economic effects of the rules, the
Agency would publish a notice of
availability in the Federal Register and
would provide an opportunity for
public comment (69 FR 1871, 1883).
Consistent with these statements, FSIS
is now announcing the availability of
the PRIA of these interim final rules
(which also includes an analysis of the
effects of the other interim final rule and
the notice published in the Federal
Register on January 12, 2004) and is
providing the public 30 days on which
to comment on the analysis.

In addition to announcing the
availability of the PRIA, FSIS is also
extending the comment period for all of
the interim final rules issued on January
12, 2004, so that the comment period for
these rules and the PRIA will close on
the same day.

Additional Public Notification

Public awareness of all segments of
rulemaking and policy development is
important. Consequently, in an effort to
better ensure that the public, and in
particular minorities, women, and
persons with disabilities, are aware of
this notice, FSIS will announce it on-
line through the FSIS Web page located
at http://www.fsis.usda.gov. The
Regulations.gov Web site is the central
online rulemaking portal of the United
States government. It is being offered as
a public service to increase participation
in the Federal government’s regulatory
activities. FSIS participates in
Regulations.gov and will accept
comments on documents published on
the site. The site allows visitors to
search by keyword or Department or
Agency for rulemakings that allow for
public comment. Each entry provides a
quick link to a comment form so that
visitors can type in their comments and
submit them to FSIS. The Web site is
located at http://www.regulations.gov.

FSIS also will make copies of this
Federal Register publication available
through the FSIS Constituent Update,
which is used to provide information
regarding FSIS policies, procedures,
regulations, Federal Register notices,
FSIS public meetings, recalls, and other
types of information that could affect or
would be of interest to our constituents
and stakeholders. The update is
communicated via Listserv, a free e-mail
subscription service consisting of
industry, trade, and farm groups,
consumer interest groups, allied health
professionals, scientific professionals,
and other individuals who have
requested to be included. The update
also is available on the FSIS Web page.
Through Listserv and the Web page,
FSIS is able to provide information to a
much broader, more diverse audience.

Done in Washington, DC, on: April 2, 2004.
Philip S. Derfler,
Acting Administrator.
[FR Doc. 04-7925 Filed 4—-5—-04; 11:15 am)]
BILLING CODE 3410-DM-M

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 25

[Docket No. NM275; Special Conditions No.
25-258-SC]

Special Conditions: Gulfstream Model
GIV-X Airplane; Interaction of Systems
and Structures

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Final special conditions; request
for comments.

SUMMARY: These special conditions are
issued for the Gulfstream Model GIV-X
airplane. This airplane will have novel
or unusual design features when
compared to the state of technology
envisioned in the airworthiness
standards for transport category
airplanes. These design features are
associated with new or modified flight
control systems, including the yaw
damper and hard-over prevention
system, that affect the structural
performance of the airplane. The
applicable airworthiness regulations do
not contain adequate or appropriate
safety standards for these systems and
their effect on structural performance.
These special conditions contain the
additional safety standards that the
Administrator considers necessary to
establish a level of safety equivalent to
that established by the applicable
airworthiness standards.

DATES: The effective date of these
special conditions is March 29, 2004.
Comments must be received on or
before May 7, 2004.

ADDRESSES: Comments on these special
conditions may be mailed in duplicate
to: Federal Aviation Administration,
Transport Airplane Directorate, Aircraft
Certification Service, Attention: Rules
Docket (ANM-113), Docket No. NM275,
1601 Lind Avenue SW., Renton,
Washington 98055—4056; or delivered in
duplicate to the Transport Airplane
Directorate at the above address. All
comments must be marked: Docket No.
NM275. Comments may be inspected in
the Rules Docket weekdays, except
Federal holidays, between 7:30 a.m. and
4 p.m.

FOR FURTHER INFORMATION CONTACT:
Todd Martin, FAA, Airframe/Cabin

Safety Branch, ANM—115, Transport
Airplane Directorate, Aircraft
Certification Service, 1601 Lind
Avenue, SW., Renton, Washington
98055—4056; telephone (425) 227-1178;
facsimile (425) 227-1320.

SUPPLEMENTARY INFORMATION:
Comments Invited

The FAA has determined that notice
and opportunity for prior public
comment is impracticable, because
these procedures would significantly
delay certification and, thus, delivery of
the airplane. The FAA, therefore, finds
that good cause exists for making these
special conditions effective upon
issuance; however, the FAA invites
interested persons to participate in this
rulemaking by submitting written
comments, data, or views. The most
helpful comments reference a specific
portion of the special conditions,
explain the reason for any
recommended change, and include
supporting data. We ask that you send
us two copies of written comments.

We will file in the docket all
comments we receive as well as a report
summarizing each substantive public
contact with FAA personnel concerning
these special conditions. The docket is
available for public inspection before
and after the comment closing date. If
you wish to review the docket in
person, go to the address in the
ADDRESSES section of this preamble
between 9 a.m. and 5 p.m., Monday
through Friday, except Federal holidays.

We will consider all comments we
receive on or before the closing date for
comments. We will consider comments
filed late if it is possible to do so
without incurring expense or delay. We
may change these special conditions in
light of the comments we receive.

If you want the FAA to acknowledge
receipt of your comments on these
special conditions, include with your
comments a pre-addressed, stamped
postcard on which the docket number
appears. We will stamp the date on the
postcard and mail it to you.

Background

On August 22, 2000, Gulfstream
applied for an amendment to Type
Certificate No. A12EA to include an
updated version of the Model GIV
airplane. The Model GIV-X, which is a
derivative of the GIV airplane currently
approved under Type Certificate No.
A12EA, is a pressurized, low-wing, “T”’
tail transport category airplane with
tricycle landing gear. It is powered by
two Rolls-Royce model Tay 611-8C
engines and will carry a maximum of 19
passengers.
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The primary differences between the
existing GIV and the new GIV-X are the
installation of an advanced avionics and
flight deck display suite, airframe
aerodynamic changes to increase
performance, range and economics,
derivative Tay 611-8C engines with GV
nacelles and thrust reversers, and a new
Full Authority Digital Engine Control
(FADEC). Additionally, the GIV-X
includes a modified yaw damper and a
new hard-over prevention system
(HOPS) which serve to alleviate loads in
the airframe but, when in a failure state,
can create loads in the airframe. The
current regulations do not adequately
account for the effects of these systems
and their failures on structural
performance. These special conditions
will require Gulfstream to substantiate
the strength capability and freedom
from aeroelastic instabilities after
failures in yaw damper and HOPS
systems.

Type Certification Basis

Under the provisions of 14 CFR
21.101, Gulfstream must show that the
Model GIV-X airplane meets the
applicable provisions of the regulations
incorporated by reference in Type
Certificate No. A12EA or the applicable
regulations in effect on the date of
application for the change. The
regulations incorporated by reference in
the type certificate are commonly
referred to as the “original type
certification basis.” The regulations
incorporated by reference in Type
Certificate No. A12EA are 14 CFR part
25, effective February 1, 1965, including
Amendments 25-1 through 25-56,
except for the following sections which
are limited to showing compliance with
the amendments indicated: part 25
effective February 1, 1965, § 25.109,
25.571, and 25.813; part 25 Amendment
25-22, §25.571; and part 25
Amendment 25-15, §25.807(c)(2). In
addition, the certification basis includes
certain special conditions, exemptions,
and equivalent safety findings that are
not relevant to these special conditions.

If the Administrator finds that the
applicable airworthiness regulations
(i.e., part 25, as amended) do not
contain adequate or appropriate safety
standards for the Model GIV-X airplane
because of a novel or unusual design
feature, special conditions are
prescribed under the provisions of 14
CFR 21.16.

In addition to the applicable
airworthiness regulations and special
conditions, the Model GIV-X airplane
must comply with the fuel vent and
exhaust emission requirements of 14
CFR part 34 and the noise certification
requirements of 14 CFR part 36.

Special conditions, as defined in
§11.19, are issued in accordance with
§11.38 and become part of the type
certification basis in accordance with
§21.101.

Special conditions are initially
applicable to the model for which they
are issued. Should the type certificate
for that model be amended later to
include any other model that
incorporates the same novel or unusual
design feature, or should any other
model already included on the same
type certificate be modified to
incorporate the same novel or unusual
design feature, the special conditions
would also apply to the other model
under the provisions of § 21.101.

Novel or Unusual Design Feature

The Model GIV-X airplane will have
systems that affect the structural
performance of the airplane, either
directly or as a result of a failure or
malfunction. These novel or unusual
design features are systems that can
serve to alleviate loads in the airframe
but, when in a failure state, can create
loads in the airframe. The current
regulations do not adequately account
for the effects of these systems and their
failures on structural performance.
These special conditions provide the
criteria to be used in assessing the
effects of these systems on structures.

Conclusion

This action affects only certain novel
or unusual design features on the
Gulfstream Model GIV-X airplane. It is
not a rule of general applicability and
affects only the applicant who applied
to the FAA for approval of these features
on the airplane.

List of Subjects in 14 CFR Part 25

Aircraft, Aviation safety, Reporting
and recordkeeping requirements.

m The authority citation for these
special conditions is as follows:

Authority: 49 U.S.C. 106(g), 40113, 44701,
44702, 44704.

The Proposed Special Conditions

Interaction of Systems and Structure

1. General. For airplanes equipped
with systems that affect structural
performance, either directly or as a
result of a failure or malfunction, the
influence of these systems and their
failure conditions must be taken into
account when showing compliance with
the requirements of subparts C and D of
part 25. The following criteria must be
used for showing compliance with these
special conditions for airplanes
equipped with flight control systems,
autopilots, stability augmentation

systems, load alleviation systems, flutter
control systems, and fuel management
systems. If these special conditions are
used for other systems, it may be
necessary to adapt the criteria to the
specific system.

(a) The criteria defined herein only
address the direct structural
consequences of the system responses
and performances and cannot be
considered in isolation but should be
included in the overall safety evaluation
of the airplane. These criteria may in
some instances duplicate standards
already established for this evaluation.
These criteria are only applicable to
structures whose failure could prevent
continued safe flight and landing.
Specific criteria that define acceptable
limits on handling characteristics or
stability requirements when operating
in the system degraded or inoperative
modes are not provided in these special
conditions.

(b) Depending upon the specific
characteristics of the airplane,
additional studies that go beyond the
criteria provided in these special
conditions may be required in order to
demonstrate the capability of the
airplane to meet other realistic
conditions, such as alternative gust or
maneuver descriptions, for an airplane
equipped with a load alleviation system.

(c) The following definitions are
applicable to these special conditions.

Structural performance. Capability of
the airplane to meet the structural
requirements of part 25.

Flight limitations: Limitations that
can be applied to the airplane flight
conditions following an in-flight
occurrence and that are included in the
flight manual (e.g., speed limitations,
avoidance of severe weather conditions.
etc.).

Operational limitations: Limitations,
including flight limitations that can be
applied to the airplane operating
conditions before dispatch (e.g., fuel,
payload, and Master Minimum
Equipment List limitations).

Probabilistic terms: The probabilistic
terms (probable, improbable, extremely
improbable) used in these special
conditions are the same as those used in
§25.1309.

Failure condition: The term failure
condition is the same as that used in
§ 25.1309; however, these special
conditions apply only to system failure
conditions that affect the structural
performance of the airplane (e.g., system
failure conditions that induce loads,
lower flutter margins, or change the
response of the airplane to inputs such
as gusts or pilot actions).

2. Effects of Systems on Structures.
The following criteria will be used in



18248

Federal Register/Vol. 69, No. 67/Wednesday, April 7, 2004/Rules and Regulations

determining the influence of a system
and its failure conditions on the
airplane structure.

(a) System fully operative. With the
system fully operative, the following
apply.

(1) Limit loads must be derived in all
normal operating configurations of the
system from all the limit conditions
specified in subpart C, taking into
account any special behavior of such a
system or associated functions, or any
effect on the structural performance of
the airplane that may occur up to the
limit loads. In particular, any significant
nonlinearity (rate of displacement of
control surface, thresholds, or any other
system nonlinearities) must be
accounted for in a realistic or

conservative way when deriving limit
loads from limit conditions.

(2) The airplane must meet the
strength requirements of part 25 (static
strength, residual strength), using the
specified factors to derive ultimate loads
from the limit loads defined above. The
effect of nonlinearities must be
investigated beyond limit conditions to
ensure the behavior of the system
presents no anomaly compared to the
behavior below limit conditions.
However, conditions beyond limit
conditions need not be considered when
it can be shown that the airplane has
design features that will not allow it to
exceed those limit conditions.

(3) The airplane must meet the
aeroelastic stability requirements of
§25.629.

Figure 1

(b) System in the failure condition.
For any system failure condition not
shown to be extremely improbable, the
following apply:

(1) At the time of occurrence. Starting
from 1-g level flight conditions, a
realistic scenario, including pilot
corrective actions, must be established
to determine the loads occurring at the
time of failure and immediately after
failure.

(i) For static strength substantiation,
these loads multiplied by an appropriate
factor of safety that is related to the
probability of occurrence of the failure
are ultimate loads to be considered for
design. The factor of safety (FS) is
defined in Figure 1.

Factor of safety at the time of occurrence

FS
15

125

(ii) For residual strength
substantiation, the airplane must be able
to withstand two thirds of the ultimate
loads defined in paragraph (b)(1)(i)
above.

(iii) Freedom from aeroelastic
instability must be shown up to the
speeds defined in § 25.629(b)(2). For
failure conditions that result in speed
increases beyond Vc/Mgc, freedom from
aeroelastic instability must be shown to
increased speeds, so that the margins
intended by § 25.629(b)(2) are
maintained.

(iv) Failures of the system that result
in forced structural vibrations
(oscillatory failures) must not produce

u /

10-9 103

loads that could result in detrimental
deformation of primary structure.

(2) For the continuation of the flight.
For the airplane in the system failed
state and considering any appropriate
reconfiguration and flight limitations,
the following apply:

(i) The loads derived from the
following conditions at speeds up to Vg,
or the speed limitation prescribed for
the remainder of the flight, must be
determined:

(A) The limit symmetrical
maneuvering conditions specified
§§25.331 and 25.345.

(B) The limit gust and turbulence
conditions specified in §§ 25.341 and
25.345.

1

Pj - Probability of occurrence of failure mode j (per hour)

(C) The limit rolling conditions
specified in § 25.349, and the limit
unsymmetrical conditions specified in
§25.367 and § 25.427(b) and (c).

(D) The limit yaw maneuvering
conditions specified in § 25.351.

(E) The limit ground loading
conditions specified in §§2.473 and
25.491.

(ii) For static strength substantiation,
each part of the structure must be able
to withstand the loads defined in
paragraph (2)(i) above, multiplied by a
factor of safety depending on the
probability of being in this failure state.
the factor of safety is defined in Figure
2.
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FS
15

1.0

Q; = (Ty) (P;) where:

Tj = Average time spent in failure
condition j (in hours).

P; = Probability of occurrence of failure
mode j (per hour).

Note: If P; is greater than 10 ~3 per flight
hour, then a 1.5 factor of safety must be
applied to all limit load conditions specified
in subpart C.

Vll

vl

V1= Clearance speed as defined by
§25.629(b)(2).

V1 = Clearance speed as defined by
§25.629(b)(1).

Q; = (T;)(P;) where:

T; = Average time spent in failure
condition j (in hours).

P = Probability of occurrence of failure
mode j (per hour).

Note: (If P; is greater than 103 per flight
hour, then the flutter clearance speed must
not be less than V11

(vi) Freedom from aeroelastic
instability must also be shown up to V!
in Figure 3 above for any probable
system failure condition combined with
any damage required or selected for
investigation by § 25.571(b).

(3) Consideration of certain failure
conditions may be required by other
sections of part 25, regardless of
calculated system reliability. Where
analysis shows the probability of these
failure conditions to be less than 10279,

Figure 2

Factor of safety fcr continuation of flight

10-9 105
Qj - Probability of being in failure condition j

(iii) For residual strength
substantiation, the airplane must be able
to withstand two thirds of the ultimate
loads defined in paragraph (2)(ii) above.

(iv) If the loads induced by the failure
condition have a significant effect on
fatigue or damage tolerance, then their
effects must be taken into account.

Figure 3
Clearance speed

(v) Freedom from aeroelastic
instability must be shown up to a speed
determined from Figure 3. Flutter
clearance speeds V! and VI may be
based on the speed limitation specified
for the remainder of the flight using the
margins defined by § 25.629(b).

10-9 1070
Qj - Probability of being in failure condition j

criteria other than those specified in this
paragraph may be used for structural
substantiation to show continued safe
flight and landing.

(c) Warning considerations. For
system failure detection and warning,
the following apply:

(1) The system must be checked for
failure conditions, not extremely
improbable, that degrade the structural
capability below the level required by
part 25, or significantly reduce the
reliability of the remaining system. The
flightcrew must be made aware of these
failures before flight. Certain elements
of the control system, such as
mechanical and hydraulic components,
may use special periodic inspections,
and electronic components may use
daily checks, in lieu of warning systems,
to achieve the objective of this
requirement. These certification
maintenance requirements must be
limited to components that are not

readily detectable by normal warning
systems and where service history
shows that inspections will provide an
adequate level of safety.

(2) The existence of any failure
condition, not extremely improbable,
during flight that could significantly
affect the structural capability of the
airplane, and for which the associated
reduction in airworthiness can be
minimized by suitable flight limitations,
must be signaled to flightcrew. For
example, failure conditions that result
in a factor of safety between the airplane
strength and the loads of subpart C
below 1.25, or flutter margins below VI,
must be signaled to the crew during
flight.

(d) Dispatch with known failure
conditions. If the airplane is to be
dispatched in a known system failure
condition that affects structural
performance, or affects the reliability of
the remaining system to maintain
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structural performance, then the
provisions of these special conditions
must be met for the dispatched
condition and for subsequent failures.
Flight limitations and expected
operational limitations may be taken
into account in establishing Qj as the
combined probability of being in the
dispatched failure condition and the
subsequent failure condition for the
safety margins in Figures 2 and 3. These
limitations must be such that the
probability of being in this combined
failure state and then subsequently
encountering limit load conditions is
extremely improbable. No reduction in
these safety margins is allowed if the
subsequent system failure rate is greater
than 1073 per hour.

Issued in Renton, Washington, on March
29, 2004.
Ali Bahrami,

Acting Manager, Transport Airplane
Directorate, Aircraft Certification Service.

[FR Doc. 04-7877 Filed 4—-6—-04; 8:45 am|
BILLING CODE 4910-13-M

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. 2003-NM-47-AD; Amendment
39-13566; AD 2004-07-22]

RIN 2120-AA64
Airworthiness Directives; Boeing
Model 747 Series Airplanes

AGENCY: Federal Aviation
Administration, DOT.

ACTION: Final rule.

SUMMARY: This amendment supersedes
two existing airworthiness directives
(ADs), applicable to all Boeing Model
747 series airplanes, that currently
require that the FAA-approved
maintenance inspection program be
revised to include inspections that will
give no less than the required damage
tolerance rating for each structural
significant item, and repair of cracked
structure. Those ADs were prompted by
a structural re-evaluation that identified
additional structural elements where, if
damage were to occur, supplemental
inspections may be required for timely
detection of fatigue cracking. This
amendment requires additional and
expanded inspections, and repair of
cracked structure. This action also
expands the applicability of the existing
ADs to include additional airplanes.
The actions specified by this AD are
intended to ensure the continued
structural integrity of the entire fleet of

Model 747 series airplanes. This action
is intended to address the identified
unsafe condition.

DATES: Effective May 12, 2004.

The incorporation by reference of
certain publications listed in the
regulations is approved by the Director
of the Federal Register as of May 12,
2004.

The incorporation by reference of
certain other publications, as listed in
the regulations, was approved
previously by the Director of the Federal
Register as of September 12, 1994 (59 FR
41233, August 11, 1994) and August 10,
1994 (59 FR 37933, July 26, 1994).
ADDRESSES: The service information
referenced in this AD may be obtained
from Boeing Commercial Airplane
Group, P.O. Box 3707, Seattle,
Washington 98124-2207. This
information may be examined at the
FAA, 1601 Lind Avenue, SW., Renton,
Washington; or at the Office of the
Federal Register, 800 North Capitol
Street, NW., suite 700, Washington, DC.
FOR FURTHER INFORMATION CONTACT:
Tamara L. Anderson, Aerospace
Engineer, Airframe Branch, ANM-120S,
FAA, Transport Airplane Directorate,
Seattle Aircraft Certification Office,
1601 Lind Avenue, SW., Renton,
Washington 98055-4056; telephone
(425) 917-6421; fax (425) 917-6590.
SUPPLEMENTARY INFORMATION: A notice
of proposed rulemaking (NPRM) to
amend part 39 of the Federal Aviation
Regulations (14 CFR part 39) by
superseding AD 94—-15-12, amendment
39-8983 (59 FR 37933, July 26, 1994),
and AD 94-15-18, amendment 39-8989
(59 FR 41233, August 11, 1994), which
are applicable to certain Boeing Model
747 series airplanes, was published in
the Federal Register on March 12, 2003
(68 FR 11764). The NPRM proposed to
continue to require that the FAA-
approved maintenance inspection
program be revised to include
inspections that will give no less than
the required damage tolerance rating
(DTR) for each structural significant
item, and repair of cracked structure.
The NPRM also proposed to require
additional and expanded inspections,
and repair of cracked structure.
Additionally, the NPRM also proposed
to expand the applicability of the
existing ADs to include additional
airplanes.

Definitions

For the purposes of the discussions
following in the “Comments” section of
this AD, references to Boeing Document
No. D6-35022, “Supplemental
Structural Inspection Document,”
(SSID) for Model 747 Airplanes,

Revision G, dated December 2000, are
referred to as “Revision G.”

Comments

Interested persons have been afforded
an opportunity to participate in the
making of this amendment. Due
consideration has been given to the
comments received.

Requests To Allow Training Flights
Equivalent

Two commenters request that two
training flights be considered equivalent
to one revenue flight for all Structural
Significant Items (SSIs), except SSIs F—
46, F—49, F-50, F-51, W-3, S—1, S-2,
and E—1 through E-10. One of the
commenters, the manufacturer, states
that analyses show that for all SSIs,
except for the above excluded SSIs,
fatigue damage accumulated during a
touch-and-go training flight conducted
at less than 2.0 pounds per square inch
(psi) internal cabin pressure is
significantly less than half of the fatigue
damage accumulated on a typical
revenue flight.

The FAA does not concur with the
commenters’ request. In this case, we do
not consider it appropriate to include
various provisions in an AD applicable
to a unique use of an affected airplane.
We have determined that for clarity of
the final rule, such a request is best
evaluated through submitting a request
for alternative methods of compliance as
provided for in paragraph (h)(1) of this
AD.

Request To Extend the Repetitive
Intervals

One commenter, an operator, notes
that paragraph (c) of the NPRM does not
allow the provisions to increase task
repetitive intervals by 10%, as specified
in paragraph 5.1.8 of Revision G. The
commenter requests that such
provisions be allowed to accommodate
unanticipated scheduling requirements
similar to the provisions allowed in the
Corrosion Prevention and Control
Program (CPCP) required by AD 90-25—
05, amendment 39-6790, (55 FR 49268,
November 27, 1990).

We do not agree that the repetitive
inspection interval may be increased up
to 10% without further evaluation. Any
unsubstantiated increases in the task
repetitive intervals may not maintain
the level of safety this AD requires. The
task repetitive intervals in Revision G
are based on the assumption that the
entire Boeing Model 747 fleet is
inspected at a minimum with the
required DTR prescribed in the
document. Therefore, any
unsubstantiated increases in the task
repetitive intervals will lower the
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corresponding DTR to below the
minimum required, which may
invalidate the methodology employed in
the inspection program. However, we do
agree that, on a case-by-case basis, the
repetitive inspection interval, which
may include interim instructions, may
be extended to accommodate
unanticipated scheduling requirements.
We will consider requests for
adjustment of the compliance time that
maintains an acceptable level of safety
per paragraph (h)(1) of this AD.

Requests To Revise the Cost Impact

One commenter requests that a more
extensive cost breakdown be provided.
The commenter states that the cost of
complete repetition of the whole SSID
program for every D—Check is not
included in the cost estimates of the
NPRM. The commenter concludes,
therefore, that it will require more than
three times the number of work hours
specified in the NPRM to perform the
SSID program completely. A second
commenter states that, based on its
experience, it takes approximately 3,500
work hours per airplane to accomplish
the initial inspection of all SSIs during
a D—Check and 6,600 work hours per
airplane during a C-Check. The second
commenter also points out that it would
require additional ground time to
accomplish the inspections to ensure
the availability of non-destructive
testing (NDT) inspectors and because of
the maintenance limitations during the
x-ray inspections. The second
commenter also notes that further costs
would be incurred because the
additional ground time would reduce
airplane utilization.

We acknowledge that the cost
estimate of work hours specified in the
NPRM may be too low. Based on the
commenters’ information and
experience and the fact that
approximately 25% of the airplanes will
be able to accomplish the initial
inspection during a D-Check, we agree
to increase the estimated work hours to
accomplish the inspections from 1,275
to 5,825 work hours. We point out,
however, that the compliance time
specified in this AD should allow ample
time for the inspections to be
accomplished at the same time as
scheduled inspections and maintenance
for the majority of affected operators,
which will minimize the costs
associated with special airplane
scheduling. We provide the cost
estimate of a single inspection cycle
because there is no way to accurately
project how many repetitive inspections
would be necessary for all affected
airplanes. Clearly, based on the “life” of
each affected airplane, the number of

required repetitive inspections would
vary.

We recognize that this AD will take
many work hours to accomplish, and we
acknowledge that maintaining airplanes
in an airworthy condition is vital, but
sometimes expensive. ADs require
specific actions to address specific
unsafe conditions and consequently
may appear to impose costs that would
not otherwise be borne by operators.
However, because operators have a
general obligation to maintain their
airplanes in an airworthy condition, this
appearance is deceptive. Attributing
those costs solely to this AD is
unrealistic because, in the interest of
maintaining safe airplanes, prudent
operators would accomplish these
actions even if they were not required
by the AD. We cannot provide a further
break-down of costs, since the
commenter did not provide such
information, and we have not received
any additional cost information from
any other source.

Request To Revise Paragraph (e) of the
NPRM

One commenter, the manufacturer,
requests that we revise paragraph (e) of
the NPRM to provide authorization for
Boeing Designated Engineering
Representatives (DERs) to approve
repair methods. The commenter
suggests the following rewrite:

“(e) Damage found during any
inspection required by this AD shall be
repaired prior to further flight per a
method approved by the Manager,
Seattle Aircraft Certification Office
(ACO), FAA; or per data meeting the
type certification basis of the airplane
approved by a Boeing Company DER
who has been authorized by the
Manager, Seattle ACO, to make such
findings. For a repair method to be
approved, the approval must
specifically reference this AD.”

We acknowledge that authorization to
approve repairs may be delegated to
certain Boeing DERs. However, we do
not agree to replace the wording in
paragraph (e ) of this AD that specifies
repairing the structure per an FAA-
approved method. Repairs approved by
Boeing DERs with an FAA Form 8110-
3 are, by definition, “FAA-approved.”
This AD also allows use of other FAA-
approved repairs, including repairs
described in the Boeing Structural
Repair Manual and repairs approved by
other qualified DERs. Therefore, no
change is necessary to the AD to allow
approval by an authorized Boeing
Company Designated Engineering
Representative.

Request To Clarify Requirements of
Section 6.0 of Revision G

One commenter requests that the
NPRM be clarified to state that Section
6.0, “SSI Discrepancy Reporting” is also
a requirement. The commenter also
requests that we include the section
number in paragraph (c) of the NPRM
that is being referred to, because
paragraph 5.3 of Revision G does not
refer to “Damage Tolerant Rating (DTR)
System Application.” Additionally, the
commenter requests that the sections be
stated in sequential order as they appear
in Revision G. The commenter believes
that Section 6.0 should be clearly stated
in the requirements, since many of the
affected airplanes are not of U.S. registry
and would not be required to provide
mechanical reliability reports under
CFR part 121.703.

We agree that clarification is
necessary and have revised paragraph
(c) of the AD to specify that revision of
the maintenance or inspection program
shall include and shall be implemented
per the procedures in Section 5.0,
“Damage Tolerance Rating (DTR) System
Application,” and Section 6.0, “SSI
Discrepancy Reporting” of Revision G,
excluding paragraphs 5.1.2; 5.1.6, item
5;5.1.8;5.2; 5.2.1; 5.2.2; 5.2.3; and 5.2.4.

However, since the “DTR System
Application” is the subject of all of
Section 5.0, we do not consider it to be
an issue with labeling and sequencing of
the paragraphs of Section 5.0 of
Revision G. No change to the AD is
necessary in this regard.

Request To Clarify Paragraph (c) of the
NPRM

One commenter requests clarification
on whether phased inspections are
permitted under the requirements of
paragraph (c) of the NPRM. The
commenter acknowledges that the
NPRM does exclude paragraph 5.2 of
Revision G; however, paragraph 5.1.11
is included in the NPRM and that
paragraph refers back to paragraph 5.2
of Revision G. The commenter notes
that paragraph 5.1.11 states, in part,

“* * * inspections shall be
accomplished at frequency F but not
necessarily on 100 percent of the
operator’s affected fleet.” The
commenter states that it believes that
the goal is to move away from a sample-
based approach to a threshold-based
approach to be consistent with other
Boeing airplane models.

We agree that it is necessary to clarify
that phased inspections are not
permitted. We have added a new Note
4 to the AD clarifying that, even though
paragraph 5.2 of Revision G is
referenced in paragraph 5.1.11,
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paragraph 5.2 is still excluded as a
method of compliance with the
requirements of this AD.

Requests To Revise the Initial
Inspection Compliance Time

Several commenters suggest using
alternative compliance time schedules.
Two commenters state that the
compliance time specified in the NPRM
does not reflect the existing candidate
fleet program for damage tolerance
based inspections that has been in place
for 19 years. One commenter believes
that the proposed actions specified in
the NPRM are an exploratory effort to
detect unknown cracking. Further, the
commenter states that the thresholds
and intervals specified in the
Supplemental Structural Inspection
Program (SSIP) are purely analytical and
do not reflect the fact that the candidate
fleet inspection program has been
providing real data feedback. Another
commenter expressed agreement with
these comments. Several commenters
believe that the compliance time for the
transition from the current candidate
fleet program to the threshold based
program specified in the NPRM can be
phased in over a longer period of time.
One of the commenters considers the
compliance times in the NPRM to be too
stringent. Another commenter suggests
that since it has accomplished the SSID
inspections on 22 airplanes and has
found only known defects, the
compliance time can be extended longer
than 1,000 flight cycles. Yet another
commenter states that the grace period
would impose significant costs and
scheduling difficulties on operators
because many of the specified
inspections are scheduled similar to D—
Check inspections.

We do not agree with the commenters’
requests to extend the compliance
times. The SSIP is based on a certain
probability that cracking will be found
on the inspected fleet before the
cracking initiates in other airplanes that
have not been inspected. High-cycle
airplanes in the fleet are more likely to
experience initial fatigue damage. The
current candidate fleet approach has
resulted in a statistically invalid number
of airplanes being inspected; therefore,
we do not concur that an extended
phase-in period for initial inspection of
high-cycle airplanes provides an
acceptable level of safety. As mentioned
in the preamble of the NPRM, the
threshold required by the existing AD
for the candidate fleet is much lower,
12,000 total flight cycles for Model
747SR and 10,000 total flight cycles for
Model 747-100 and —200 series
airplanes, than that specified in this AD.
Additionally, the commenters do not

provide any statistical information on
how the participation level of the
current SSID candidate program
provides an acceptable level of safety.
Therefore, no change to the final rule is
necessary regarding the specified
compliance times.

Requests To Inspect a Sample of the
Fleet

Several commenters request that a
percentage of the fleet, as specified in
the DTR form, be inspected at a
maximum interval specified by the D—
Check maintenance schedule. The
commenters state that paragraph 5.1.11
of Revision G establishes a D-Check
maximum frequency be applied to a
percentage of an operator’s fleet,
depending upon the DTR. Removing the
percent sampling while maintaining the
D—Check maximum frequency, results
in unnecessarily forcing repeat
inspections at shorter intervals than that
indicated by the DTR form.

We do not agree. For reasons
discussed in the NPRM and earlier in
this preamble, we have considered the
candidate fleet approach and have
moved to a threshold approach. In doing
so, we require inspections of all SSIs
when the threshold has been reached.
Only inspecting a sample of SSIs where
the damage tolerance rating (DTR)
provides an interval greater than a D—
Check would not provide an acceptable
level of safety. If operators wish to
request an adjustment to the compliance
time, they may do so according to the
provisions specified in paragraph (h)(1)
of this AD. Such requests should
include a new proposed inspection
interval and must include data to
substantiate that such an adjustment
would provide an acceptable level of
safety. No change is necessary to the
final rule in this regard.

Requests To Remove the D-Check Cap

Several commenters request that we
remove the proposed requirement to
perform all applicable SSID tasks on
every airplane at the maximum interval
of a D—Check or equivalent time, as
specified in paragraph 5.1.11 of
Revision G. One commenter states that
such a requirement creates an undue
burden for the operator because more
inspections would have to be performed
than if performed under the technical
requirements of the SSID program
where sampling is permitted. Another
commenter asserts that such a
requirement does not conform to other
analytical methods to define a necessary
inspection interval. The commenter
asserts that the D—Check capping
requirement would lead to a significant
burden for operators that have a shorter

interval at the fourth, fifth, and
subsequent D—Checks. One commenter
poses the following condition as an
example: The 5th D—Check is equivalent
to approximately 2,500 flight cycles.
The SSID estimates that a D-Check is
approximately 6,000 flight cycles.
Therefore, it is the commenter’s
understanding that the inspection
interval could be increased for some
SSID items to higher intervals than the
intervals of the D—Check, without
decreasing the level of safety below the
required DTR. The commenter also
states that, by increasing the inspection
interval and removing the sampling
concept at the same time, the entire
SSID program will be easier to
incorporate, understand, and track.
Further, the commenter asserts that cost
reduction can be achieved by omitting
certain inspections that are not
necessary at each D-Check. Another
operator states that the proposed
requirement will require operators to
repeat some inspections unnecessarily.

We do not agree with removing the D-
Check cap from the AD. The D-Check
cap will provide confidence in the
existing analytical methods by
providing more than one inspection on
SSIs with long repetitive intervals. One-
time inspections at a threshold do not
give the confidence that cracking will
not develop on aging airplanes that have
accumulated flight cycles beyond the
design service objective (DSO).
However, for operators that have shorter
intervals for their later D-Checks, we
will consider requests for alternative
methods of compliance (AMOCs) in
accordance with paragraph (h)(1) of this
AD.

Request To Redefine SSI

One commenter, the manufacturer,
requests that the definition of SSI as
specified in the NPRM be redefined
from “principal structural element,” to a
“principal structural element as listed in
Revision G of the SSID D6-35022.”

We do not agree. Revision G defines
an SSI as a principal structural element
(PSE). Further, Revision G of the SSID
does not say that an SSI is a “principal
structural element as listed in Revision
G.” No change to the final rule is
necessary in this regard.

Request To Redefine PSE

One commenter, an operator, requests
that the definition of a PSE in Note 3 of
the NPRM be revised to read: “Any
detail, element, or assembly, which
contributes significantly to the carrying
of flight, ground, pressurization or
control loads and whose failure could
affect the structural integrity necessary
for the safety of the aircraft.” The
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commenter points out that there are
many published definitions of PSE, and
that confusion may occur as a result.
The commenter requests that we
provide one consistent definition and
considers that the definition used in the
Maintenance Steering Group 3 (MSG 3),
Revision 2b, to be the industry standard
definition. The commenter also notes
that Boeing Model 747 series airplanes
have recently been subject to a MSG 3,
Revision 2b program review.

We do not agree with the commenter’s
request. We consider that the definition
provided in Advisory Circular 25.571—
1C, dated April 29, 1998, to be the
standard, and that is the definition
provided in this AD.

Request To Revise Compliance Times of
Parts Replaced With New Structures

One commenter, an operator, requests
that we add paragraph 5.1.17 of
Revision G to the paragraphs that are
excluded from the requirements of
paragraph (c) of the NPRM, or that
Boeing change paragraph 5.1.17 of
Revision G to specify 20,000 flight
cycles or 10,000 flight cycles from part
replacement, whichever is later. The
commenter notes that paragraph 5.1.17
of Revision G refers to the inspection
requirements for the portion of an SSI
that has been replaced with new
structure, and that the inspection may
be deferred until a new threshold of
10,000 flight cycles are accumulated.
The commenter states that, in some
cases, the replaced structure would have
to be inspected prior to the threshold
specified in the NPRM. The commenter
points out that the 10,000 flight cycle
threshold is consistent with the
requirements of AD 94—-15-12, since the
inspections are required to begin upon
the accumulation of 10,000 total flight
cycles for airplanes in the candidate
fleet.

We acknowledge the commenter’s
position and recognize that clarification
is necessary. It is not our intent to have
operators inspect replaced structure
prior to the threshold of the AD. To
clarify that intent, we have revised
paragraph (d) of the AD by adding
paragraph (d)(3) to the AD to specify
that, for the portion of an SSI that has
been replaced with new structure, the
inspections can be deferred until the
later of the times specified in paragraph
(d)(3)(1) or (d)(3)(ii) of the AD, as
applicable. We have added this
clarification to paragraph (d) of the AD,
since it also includes compliance times
for wing structure and all other
structures. Additionally, clarifying
paragraph (d) of the AD will prevent
time lost in issuance of the AD due to

a delay in having Boeing revise and
republish Revision G.

Conclusion

After careful review of the available
data, including the comments noted
above, the FAA has determined that air
safety and the public interest require the
adoption of the rule with the changes
previously described. The FAA has
determined that these changes will
neither increase the economic burden
on any operator nor increase the scope
of the AD.

Changes to 14 CFR Part 39/Effect on the
AD

On July 10, 2002, the FAA issued a
new version of 14 CFR part 39 (67 FR
47997, July 22, 2002), which governs the
FAA’s airworthiness directives system.
The regulation now includes material
that relates to altered products, special
flight permits, and alternative methods
of compliance (AMOCs). Because we
have now included this material in part
39, only the office authorized to approve
AMOC:s is identified in each individual
AD. However, for clarity and
consistency in this final rule, we have
retained the language of the NPRM
regarding that material.

Change to Labor Rate Estimate

We have reviewed the figures we have
used over the past several years to
calculate AD costs to operators. To
account for various inflationary costs in
the airline industry, we find it necessary
to increase the labor rate used in these
calculations from $60 per work hour to
$65 per work hour. The cost impact
information, below, reflects this
increase in the specified hourly labor
rate.

Cost Impact

There are approximately 1,000
airplanes of the affected design in the
worldwide fleet.

The FAA estimates that 87 airplanes
of U.S. registry are currently affected by
the actions that are currently required
by AD 94-15-12 and AD 94-15-18. We
estimate that it takes approximately
1,000 work hours per airplane to
accomplish, at an average labor rate of
$65 per work hour to accomplish those
actions. Based on these figures, the cost
impact of the currently required actions
on U.S. operators is estimated to be
$5,655,000, or $65,000 per airplane, per
inspection cycle.

We estimate that 181 airplanes of U.S.
registry are affected by this AD. The
new actions that are required by this
new AD will take approximately 5,825
work hours per airplane to accomplish,
at an average labor rate of $65 per work

hour. Based on these figures, the cost
impact of the new requirements of this
AD on U.S. operators is estimated to be
$68,531,125, or $378,625 per airplane,
per inspection cycle.

The cost impact figures discussed
above are based on assumptions that no
operator has yet accomplished any of
the requirements of this AD action, and
that no operator would accomplish
those actions in the future if this AD
were not adopted.

The number of work hours, as
indicated above, is presented as if the
accomplishment of the actions in this
AD are to be conducted as “stand alone”
actions. However, in actual practice,
these actions for the most part will be
accomplished coincidentally or in
combination with normally scheduled
airplane inspections and other
maintenance program tasks. Therefore,
the actual number of necessary
additional work hours will be minimal
in many instances. Additionally, any
costs associated with special airplane
scheduling will be minimal.

Regulatory Impact

The regulations adopted herein will
not have a substantial direct effect on
the States, on the relationship between
the national Government and the States,
or on the distribution of power and
responsibilities among the various
levels of government. Therefore, it is
determined that this final rule does not
have federalism implications under
Executive Order 13132.

For the reasons discussed above, I
certify that this action (1) is not a
“significant regulatory action” under
Executive Order 12866; (2) is not a
“significant rule” under DOT Regulatory
Policies and Procedures (44 FR 11034,
February 26, 1979); and (3) will not
have a significant economic impact,
positive or negative, on a substantial
number of small entities under the
criteria of the Regulatory Flexibility Act.
A final evaluation has been prepared for
this action and it is contained in the
Rules Docket. A copy of it may be
obtained from the Rules Docket at the
location provided under the caption
ADDRESSES.

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Incorporation by reference,
Safety.

Adoption of the Amendment

m Accordingly, pursuant to the authority
delegated to me by the Administrator,
the Federal Aviation Administration
amends part 39 of the Federal Aviation
Regulations (14 CFR part 39) as follows:
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PART 39—AIRWORTHINESS
DIRECTIVES

m 1. The authority citation for part 39
continues to read as follows:

Authority: 49 U.S.C. 106(g), 40113, 44701.

§39.13 [Amended]

m 2. Section 39.13 is amended by
removing amendments 39—8983 (59 FR
37933, ]uly 26, 1994) and 39-8989 (59
FR 41233, August 11, 1994), and by
adding a new airworthiness directive
(AD), amendment 39-13566, to read as
follows:

2004-07-22 Boeing: Amendment 39-13566.
Docket 2003-NM-47-AD. Supersedes
AD 94-15-12, amendment 39-8983, and
AD 94-15-18, amendment 39-8989.

Applicability: All Model 747 series
airplanes, certificated in any category.

Note 1: This AD applies to each airplane
identified in the preceding applicability
provision, regardless of whether it has been
modified, altered, or repaired in the area
subject to the requirements of this AD. For
airplanes that have been modified, altered, or
repaired so that the performance of the
requirements of this AD is affected, the
owner/operator must request approval for an
alternative method of compliance per
paragraph (h)(1) of this AD. The request
should include an assessment of the effect of
the modification, alteration, or repair on the
unsafe condition addressed by this AD; and,
if the unsafe condition has not been
eliminated, the request should include
specific proposed actions to address it.

Compliance: Required as indicated, unless
accomplished previously.

To ensure the continued structural
integrity of the entire fleet of Model 747
series airplanes, accomplish the following:

Note 2: Where there are differences
between this AD and the Supplemental
Structural Inspection Document (SSID)
specified in this AD, the AD prevails.

Inspection Program Required by AD 94-15-
12

(a) For Model 747—100SR series airplanes
having line numbers 346, 351, 420, 426, 427,
and 601: Within 1 year after August 10, 1994
(the effective date of AD 94-15-12,
amendment 39-8983), incorporate a revision
into the FAA-approved maintenance
inspection program that provides no less
than the required damage tolerance rating
(DTR) for each structural significant item
(SSI) listed in Boeing Document No. D6—
35655, “Supplemental Structural Inspection
Document (SSID) for 747—100SR,” dated
April 2, 1986. The revision to the
maintenance program must include and be
implemented per the procedures specified in
Sections 5.0 and 6.0 of the SSID D6-35655.
Revision to the maintenance program shall be
per the SSID D6-35655, dated April 2, 1986,
until Revision G of the SSID D6-35022 is
incorporated into the FAA-approved
maintenance or inspection program per the
requirements of paragraph (c) of this AD.

Note 3: For the purposes of this AD, an SSI
is defined as a principal structural element

(PSE). A PSE is a structural element that
contributes significantly to the carrying of
flight, ground, or pressurization loads, and
whose integrity is essential in maintaining
the overall structural integrity of the airplane.

Inspection Program Required by AD 94-15-
18

(b) For airplanes listed in Boeing
Document No. D6-35022, Volumes 1 and 2,
“Supplemental Structural Inspection
Document (SSID) for Model 747 Airplanes,”
Revision E, dated June 17, 1993; and
manufacturer’s line numbers 42, 174, 221,
231, 234, 239, 242, and 254: Within 12
months after September 12, 1994 (the
effective date of AD 94-15-18, amendment
39-8989), incorporate a revision into the
FAA-approved maintenance inspection
program that provides no less than the
required DTR for each SSI listed in Boeing
Document No. D6-35022, Volumes 1 and 2,
“Supplemental Structural Inspection
Document (SSID) for Model 747 Airplanes,”
Revision E, dated June 17, 1993. Revision F,
dated May 1996, is acceptable for compliance
with this paragraph. (The required DTR value
for each SSI is listed in the document.) The
revision to the maintenance program shall
include Sections 5.0 and 6.0 of the SSID D6—
35022 and shall be implemented per the
procedures contained in those sections.
Revision to the maintenance program shall be
per Revision E or F of SSID D6-35022, until
Revision G of the SSID D6-35022 is
incorporated into the FAA-approved
maintenance or inspection program per the
requirements of paragraph (c) of this AD.

New Inspection Program Requirements

(c) For all Model 747 series airplanes: Prior
to reaching either of the thresholds specified
in paragraph (d)(1)(i) or (d)(2)(i) of this AD,
or within 12 months after the effective date
of this AD, whichever occurs later,
incorporate a revision into the FAA-approved
maintenance or inspection program that
provides no less than the required DTR for
each SSI listed in Boeing Document No. D6—
35022, “Supplemental Structural Inspection
Document,” Revision G, dated December
2000 (hereinafter referred to as “Revision G”).
(The required DTR value for each SSI is
listed in Revision G.) The revision to the
maintenance or inspection program shall
include and shall be implemented per the
procedures in Section 5.0, “DTR System
Application” and Section 6.0, “SSI
Discrepancy Reporting” of Revision G,
excluding paragraphs 5.1.2; 5.1.6, item 5;
5.1.8;5.2;5.2.1; 5.2.2; 5.2.3; and 5.2.4 of
Revision G. Under the provisions of the
Paperwork Reduction Act of 1980 (44 U.S.C.
3501 et seq.), the Office of Management and
Budget (OMB) has approved the information
collection requirements (Section 6.0, “SSI
Discrepancy Reporting”) contained in this
AD and has assigned OMB Control Number
2120-0056. Upon incorporation of Revision
G required by this paragraph, the revision
required by either paragraph (a) or (b) of this
AD, as applicable, may be removed.

Note 4: Operators should note that,
although paragraph 5.2 is referenced in
paragraph 5.1.11 of Revision G, paragraph 5.2
is excluded as a method of compliance with
the requirements of this AD.

Initial Inspection

(a) For all Model 747 series airplanes:
Perform an inspection to detect cracks of all
structure identified in Revision G of SSID
D6-35022 at the time specified in paragraph
(d)(1), (d)(2), or (d)(3) of this AD, as
applicable.

(1) For wing structure: At the times
specified in paragraph (d)(1)(i) or (d)(1)(ii) of
this AD, whichever occurs later.

(i) Prior to the accumulation of 20,000 total
flight cycles or 100,000 total flight hours,
whichever comes first. Or,

(ii) Within 1,000 flight cycles measured
from 12 months after the effective date of this
AD.

(2) For all other structure: At the times
specified in paragraph (d)(2)(i) or (d)(2)(ii) of
this AD, whichever occurs later.

(i) Prior to the accumulation of 20,000 total
flight cycles, or

(ii) Within 1,000 flight cycles measured
from 12 months after the effective date of this
AD.

(3) For any portion of an SSI that has been
replaced with new structure: At the later of
the times specified in paragraph (d)(3)(i) or
(d)(3)(ii) of this AD.

(i) At the times specified in either
paragraph (d)(1) or (d)(2) of this AD, as
applicable, or

(ii) Within 10,000 flight cycles after the
replacement of the part with a new part.

Note 5: Notwithstanding the provisions of
paragraphs 5.1.2, 5.1.6, item 5, 5.2, 5.2.1,
5.2.2,5.2.3, and 5.2.4 of the General
Instructions of Revision G, which would
permit operators to perform fleet and
rotational sampling inspections to perform
inspections on less than whole airplane fleet
sizes and to perform inspections on
substitute airplanes, this AD requires that all
airplanes that exceed the threshold be
inspected per Revision G. Although
paragraph 5.1.8 of Revision G allows
provisions for touch-and-go training flights,
fleet averaging, and 10% escalations of flight
cycles to achieve the required DTR, this AD
does not allow for those provisions.

Note 6: Once the initial inspection has
been performed, operators are required to
perform repetitive inspections at the intervals
specified in Revision G in order to remain in
compliance with their maintenance or
inspection programs, as revised per
paragraph (c) of this AD.

Repair

(e) Cracked structure found during any
inspection required by this AD shall be
repaired, prior to further flight, in accordance
with an FAA-approved method.

Inspection Program for Transferred
Airplanes

(f) Before any airplane that is subject to this
AD and that has exceeded the applicable
compliance times specified in paragraph (d)
of this AD can be added to an air carrier’s
operations specifications, a program for the
accomplishment of the inspections required
by this AD must be established per paragraph
(H)(1) or (f)(2) of this AD, as applicable.

(1) For airplanes that have been inspected
per this AD, the inspection of each SSI must
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be accomplished by the new operator per the
previous operator’s schedule and inspection
method, or the new operator’s schedule and
inspection method, at whichever time would
result in the earlier accomplishment for that
SSI inspection. The compliance time for
accomplishment of this inspection must be
measured from the last inspection
accomplished by the previous operator. After
each inspection has been performed once,
each subsequent inspection must be
performed per the new operator’s schedule
and inspection method.

(2) For airplanes that have not been
inspected per this AD, the inspection of each
SSIrequired by this AD must be
accomplished either prior to adding the
airplane to the air carrier’s operations
specification, or per a schedule and an
inspection method approved by the Manager,
Seattle ACO. After each inspection has been
performed once, each subsequent inspection
must be performed per the new operator’s
schedule.

Alternative Methods of Compliance

(g)(1) An alternative method of compliance
or adjustment of the compliance time that
provides an acceptable level of safety may be
used if approved by the Manager, Seattle
ACO. Operators shall submit their requests
through an appropriate FAA Principal
Maintenance Inspector, who may add
comments and then send it to the Manager,
Seattle ACO.

(2) Alternative methods of compliance,
approved previously per AD 94-15-12,
amendment 39-8983, are approved as
alternative methods of compliance with
paragraphs (a) and (e) of this AD.

(3) Alternative methods of compliance,
approved previously per AD 94-15-18,
amendment 39-8989, are approved as
alternative methods of compliance with
paragraphs (b) and (e) of this AD.

(4) Alternative methods of compliance,
approved previously per AD 94-15-18 and
AD 94-15-12 that provide alternative
inspections are approved as alternative
methods of compliance for the inspections of
that area only in this AD.

Note 7: Information concerning the
existence of approved alternative methods of
compliance with this AD, if any, may be
obtained from the Seattle ACO.

Special Flight Permits

(h) Special flight permits may be issued per
sections 21.197 and 21.199 of the Federal
Aviation Regulations (14 CFR 21.197 and
21.199) to operate the airplane to a location
where the requirements of this AD can be
accomplished.

Incorporation by Reference

(i) Unless otherwise specified in this AD,
the actions shall be done in accordance with
Boeing Document No. D6-35655,
“Supplemental Structural Inspection
Document for 747-100SR,” dated April 2,
1986; Boeing Document No. D6-35022,
Volumes 1 and 2, “Supplemental Structural
Inspection Document (SSID) for Model 747
Airplanes,” Revision E, dated June 17, 1993;
and Boeing Document No. D6-35022,
“Supplemental Structural Inspection

Document (SSID) for Model 747 Airplanes,”
Revision G, dated December 2000; as
applicable.

(1) The incorporation by reference of
Boeing Document D6-35022, “Supplemental
Structural Inspection Document (SSID) for
Model 747 Airplanes,” Revision G, dated
December 2000, is approved by the Director
of the Federal Register in accordance with 5
U.S.C. 552(a) and 1 CFR part 51. This
document contains the following effective

pages:

Revision level page

number Shown on page

List of Effective G
Pages.
Pages A.1 thru A.10

(The issue date of Revision G is indicated
only on the title page; no other page of the
document is dated.)

(2) The incorporation by reference of
Boeing Document No. D6-35022, Volumes 1
and 2, “Supplemental Structural Inspection
Document (SSID) for Model 747 Airplanes,”
Revision E, dated June 17, 1993, was
approved previously by the Director of the
Federal Register as of September 12, 1994 (59
FR 41233, August 11, 1994).

(3) The incorporation by reference of
Boeing Document No. D6-35655,
“Supplemental Structural Inspection
Document for 747—-100SR,” dated April 2,
1986, was approved previously by the
Director of the Federal Register as of August
10, 1994 (59 FR 37933, ]uly 26, 1994).

(4) Copies may be obtained from Boeing
Commercial Airplanes, P.O. Box 3707,
Seattle, Washington 98124-2207. Copies may
be inspected at the FAA, Transport Airplane
Directorate, 1601 Lind Avenue, SW., Renton,
Washington; or at the Office of the Federal
Register, 800 North Capitol Street, NW., suite
700, Washington, DC.

Effective Date

(j) This amendment becomes effective on
May 12, 2004.

Issued in Renton, Washington, on March
24, 2004.
Kalene C. Yanamura,

Acting Manager, Transport Airplane
Directorate, Aircraft Certification Service.

[FR Doc. 04—7449 Filed 4—-6—-04; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Parts 201, 606, and 610
[Docket No. 2002N—-0204]

Bar Code Label Requirement for
Human Drug Products and Biological
Products; Correction

AGENCY: Food and Drug Administration,
HHS.

ACTION: Final rule; correction.

SUMMARY: The Food and Drug
Administration (FDA) is correcting a
final rule that appeared in the Federal
Register of February 26, 2004 (69 FR
9120). The document included
typographical and inadvertent errors.
This document corrects those errors.
FOR FURTHER INFORMATION CONTACT:
Philip L. Chao, Office of Policy and
Planning (HF-23), Food and Drug
Administration, 5600 Fishers Lane,
Rockville, MD 20857, 301-827—0587.
SUPPLEMENTARY INFORMATION: In FR Doc.
04—4249, appearing on page 9120 in the
Federal Register of Thursday, February
26, 2004, the following corrections are
made:

m 1. On page 9151, in the third column,
the first sentence of the first full
paragraph, is corrected to read “We
estimate that the rule provides net
benefits to society of $4.3 billion to $4.5
billion annually, depending on whether
a discount rate of 3 percent or 7 percent
is used.”

m 2. On page 9167, in the first column,
the first sentence under the heading “P.
Small Business Analysis and Discussion
of Alternatives” is corrected to read “For
the reasons cited in the following
paragraphs, the agency certifies that the
final rule will not have a significant
economic impact on a substantial
number of small entities.”

Dated: March 31, 2004.
Jeffrey Shuren,
Assistant Commissioner for Policy.
[FR Doc. 04-7815 Filed 4-6—-04; 8:45 am|
BILLING CODE 4160-01-S

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[OPP-2003-0257; FRL-7351-4]

Mesosulfuron-Methyl; Pesticide
Tolerance

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Final rule.

SUMMARY: This regulation establishes a
tolerance for residues of mesosulfuron-
methyl in or on wheat. Bayer
CropScience requested this tolerance
under the Federal Food, Drug, and
Cosmetic Act (FFDCA), as amended by
the Food Quality Protection Act of 1996
(FQPA).

DATES: This regulation is effective April
7, 2004. Objections and requests for
hearings, identified by docket ID
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number OPP-2003-0257, must be
received on or before June 7, 2004.
ADDRESSES: Written objections and
hearing requests may be submitted
electronically, by mail, or through hand
delivery/courier. Follow the detailed
instructions as provided in Unit VI. of
the SUPPLEMENTARY INFORMATION.

FOR FURTHER INFORMATION CONTACT: Jim
Tompkins, Registration Division
(7505C), Office of Pesticide Programs,
Environmental Protection Agency, 1200
Pennsylvania Ave., NW.,Washington,
DC 20460-0001; telephone number:
(703) 305—-5697; e-mail address:
tompkins.jim@epa.gov.

SUPPLEMENTARY INFORMATION:

I. General Information

A. Does this Action Apply to Me?

You may be potentially affected by
this action if you are an agricultural
producer, food manufacturer, or
pesticide manufacturer. Potentially
affected entities may include, but are
not limited to:

e Crop production (NAICS 111), e.g.,
Agricultural workers; Greenhouse,
nursery, and floriculture workers;
Farmers.

¢ Animal production (NAICS 112),
e.g., Cattle ranchers and farmers, Dairy
cattle farmers, Livestock farmers.

¢ Food manufacturing (NAICS 311),
e.g., Agricultural workers; Farmers;
Greenhouse, nursery, and floriculture
workers; Ranchers; Pesticide
applicators.

e Pesticide manufacturing (NAICS
32532), e.g., Agricultural workers;
Commercial applicators; Farmers;
Greenhouse, nursery, and floriculture
workers; Residential users.

This listing is not intended to be
exhaustive, but rather provides a guide
for readers regarding entities likely to be
affected by this action. Other types of
entities not listed in this unit could also
be affected. The North American
Industrial Classification System
(NAICS) codes have been provided to
assist you and others in determining
whether this action might apply to
certain entities. If you have any
questions regarding the applicability of
this action to a particular entity, consult
the person listed under FOR FURTHER
INFORMATION CONTACT.

B. How Can I Get Copies of this
Document and Other Related
Information?

1. Docket. EPA has established an
official public docket for this action
under docket identification (ID) number
OPP-2003-0257. The official public
docket consists of the documents
specifically referenced in this action,

any public comments received, and
other information related to this action.
Although a part of the official docket,
the public docket does not include
Confidential Business Information (CBI)
or other information whose disclosure is
restricted by statute. The official public
docket is the collection of materials that
is available for public viewing at the
Public Information and Records
Integrity Branch (PIRI), Rm. 119, Crystal
Mall #2, 1921 Jefferson Davis Hwy.,
Arlington, VA. This docket facility is
open from 8:30 a.m. to 4 p.m., Monday
through Friday, excluding legal
holidays. The docket telephone number
is (703) 305-5805.

2. Electronic access. You may access
this Federal Register document
electronically through the EPA Internet
under the “Federal Register” listings at
http://www.epa.gov/fedrgstr/.A
frequently updated electronic version of
40 CFR part 180 is available on E-CFR
Beta Site Two at http://
www.gpoaccess.gov/ecfr/. To access the
OPPTS Harmonized Guidelines
referenced in this document, go directly
to the guidelines at http://www.epa.gov/
opptsfrs/home/guidelin.htm/.

An electronic version of the public
docket is available through EPA’s
electronic public docket and comment
system, EPA Dockets. You may use EPA
Dockets at http://www.epa.gov/edocket/
to submit or view public comments,
access the index listing of the contents
of the official public docket, and to
access those documents in the public
docket that are available electronically.
Although not all docket materials may
be available electronically, you may still
access any of the publicly available
docket materials through the docket
facility identified in Unit I.B.1. Once in
the system, select “search,” then key in
the appropriate docket ID number.

II. Background and Statutory Findings

In the Federal Register of October 22,
2003 (68 FR 60378) (FRL-7322-5), EPA
issued a notice pursuant to section 408
of FFDCA, 21 U.S.C. 346a, as amended
by FQPA (Public Law 104-170),
announcing the filing of a pesticide
petition (PP 1F6298) by Bayer
CropScience, 2 T.W. Alexander Dr.,
Research Triangle Park, NC 27709. That
notice included a summary of the
petition prepared by Bayer CropScience,
the registrant. One comment was
received in response to the notice of
filing from a private citizen.

The petition requested that 40 CFR
180.428 be amended by establishing a
tolerance for residues of the herbicide
methyl 2-[[[[(4,6-dimethoxy-2-
pyrimidinyl)
amino]carbonyl]lamino]sulfonyl]-4-

[[(methylsulfonyl)amino]
methyl]benzoate, mesosulfuron-methyl,
in or on the raw agricultural
commodities wheat grain at 0.03, wheat
forage at 0.60, wheat straw at 0.30,
wheat hay at 0.06, wheat germ at 0.10,
aspirated grain fractions at 0.25, and
milled byproducts at 0.03 parts per
million (ppm). EPA determined that the
tolerance for aspirated grain fractions
should be 0.60 ppm instead of 0.25 ppm
as was proposed by the registrant based
on the results of submitted residue
studies. Further, based on the results of
submitted studies of residues in animal
commodities, EPA determined that a
tolerance should be set for meat
byproducts of cattle, goat, horse, and
sheep at the limit of quantitation (LOQ)
for the enforcement method, which is
0.01 ppm. EPA also determined that no
tolerance is needed for milled
byproducts because mesosulfuron does
not concentrate in milled byproducts
and, therefore, residues in milled
byproducts are covered by the tolerance
for wheat grain.

Section 408(b)(2)(A)(i) of FFDCA
allows EPA to establish a tolerance (the
legal limit for a pesticide chemical
residue in or on a food) only if EPA
determines that the tolerance is “safe.”
Section 408(b)(2)(A)(ii) of FFDCA
defines “safe’” to mean that “there is a
reasonable certainty that no harm will
result from aggregate exposure to the
pesticide chemical residue, including
all anticipated dietary exposures and all
other exposures for which there is
reliable information.” This includes
exposure through drinking water and in
residential settings, but does not include
occupational exposure. Section
408(b)(2)(C) of FFDCA requires EPA to
give special consideration to exposure
of infants and children to the pesticide
chemical residue in establishing a
tolerance and to “ensure that there is a
reasonable certainty that no harm will
result to infants and children from
aggregate exposure to the pesticide
chemical residue....”

EPA performs a number of analyses to
determine the risks from aggregate
exposure to pesticide residues. For
further discussion of the regulatory
requirements of section 408 of FFDCA
and a complete description of the risk
assessment process, see the final rule on
Bifenthrin Pesticide Tolerances (62 FR
62961, November 26, 1997) (FRL-5754—
7).

III. Aggregate Risk Assessment and
Determination of Safety

Consistent with section 408(b)(2)(D)

of FFDCA, EPA has reviewed the

available scientific data and other
relevant information in support of this
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action. EPA has sufficient data to assess
the hazards of and to make a
determination on aggregate exposure,
consistent with section 408(b)(2) of
FFDCA, for a tolerance for residues of
mesosulfuron-methyl on the raw
agricultural commodities aspirated grain
fractions at 0.60 ppm, meat byproducts
of cattle, goat, horse, and sheep meat
byproducts at 0.01 ppm, wheat forage at
0.60 ppm, wheat germ at 0.10 ppm,

wheat grain at 0.03 ppm, wheat hay at
0.06 ppm, and wheat straw at 0.30 ppm.
EPA’s assessment of exposures and risks
associated with establishing the
tolerance follows.

A. Toxicological Profile

EPA has evaluated the available
toxicity data and considered its validity,
completeness, and reliability as well as
the relationship of the results of the
studies to human risk. EPA has also

considered available information
concerning the variability of the
sensitivities of major identifiable
subgroups of consumers, including
infants and children. The nature of the
toxic effects caused by mesosulfuron-
methyl are discussed in Table 1 of this
unit as well as the no-observed-adverse-
effect-level (NOAEL) and the lowest-
observed-adverse-effect-level (LOAEL)
from the toxicity studies reviewed.

TABLE 1.—TOXICOLOGY PROFILE FOR MESOSULFURON-METHYL

Guideline No. Study Type Results
870.3100 90-Day oral toxicity rodents NOAEL = 908/977 Male/Female (M/F) milligram/kilogram/day (mg/
kg/day)
LOAEL = not observed.
870.3100 90-Day oral toxicity rodents NOAEL = 1,238.3/ 1,603.4 M/F mg/kg/day
LOAEL = not observed.
870.3150 90-Day oral toxicity in nonrodents NOAEL = 648/734 M/F mg/kg/day
LOAEL = not observed.
870.3200 21/28-Day dermal toxicity Study not required.
870.3250 90-Day dermal toxicity Study not required.
870.3465 90-Day inhalation toxicity Study not required.
870.3700 Prenatal developmental in rodents Maternal NOAEL = 1,000 mg/kg/day
LOAEL = not observed
Developmental NOAEL = 1,000 mg/kg/day
LOAEL = not observed
870.3700 Prenatal developmental in nonrodents Maternal NOAEL = 1,000 mg/kg/day
LOAEL = not observed
Developmental NOAEL = 1,000 mg/kg/day
LOAEL = not observed
870.3800 Reproduction and fertility effects Parental/Systemic NOAEL = 1,175.2/ 1,387.6 M/F mg/kg/day
LOAEL = not observed
Reproductive NOAEL = 1,175.2/ 1,387.6 M/F mg/kg/day
LOAEL = not observed
Offspring NOAEL = 1,175.2/ 1,387.6 M/F mg/kg/day
LOAEL = not observed
870.4100 Chronic toxicity rodents NOAEL = 764/ 952 M/F mg/kg/day
LOAEL = not observed.
870.4100 Chronic toxicity dogs NOAEL = 155 M mg/kg/day
LOAEL = 574 M mg/kg/day based on increased mucus secretion in
the cardiac and fundic sections of the stomach of the males dogs
(highest dose tested (HDT)) and chronic superficial gastritis (1/6).
870.4200 Carcinogenicity rats NOAEL = 764/952 M/F mg/kg/day
LOAEL = not observed.
(no) evidence of carcinogenicity
870.4300 Carcinogenicity mice NOAEL = 1,069.4/ 1,355.6 M/F mg/kg/day
LOAEL = not observed.
(no) evidence of carcinogenicity
870.5100 Bacterial reverse mutation assay Negative + S9 up to cytotoxic 5,000 ugram (g)/milliliter (ml) plate
Gene Mutation
870.5300 Mammalian cell culture Negative + S9 up to cytotoxic 2,500 ug/ml and precipitation 250 pg/
Gene Mutation ml
870.5395 Micronucleus test on mouse Negative at the HDT (limit dose) 2,000 mg/kg.
Cytogenetics
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TABLE 1.—TOXICOLOGY PROFILE FOR MESOSULFURON-METHYL—Continued
Guideline No. Study Type Results

870.5375 Chromosomal aberrations Negative + S9 precipitation 2100 pg/ml

Cytogenetics

870.5550 Unscheduled DNA Negative + S9 precipitation >100 pg/ml

Other Effects

870.6200 Acute neurotoxicity screening battery Study not required.

870.6200 Subchronic neurotoxicity screening bat- | Study not required.

tery

870.6300 Developmental neurotoxicity Study not required.

870.7485 Metabolism and pharmacokinetics Overall recovery of the radioactive dose was 98-103%, predomi-
nantly recovered in the feces within 24 hours (80—-97% dose). The
onset of absorption was quick (detected in the blood 15 minutes
post-dose), but the quantity absorbed was low. At 72 hours post-
dose (or 168 hours following the final dose of the repeated study),
urinary excretion accounted for 1-4% (except 13-14% in the 10
mg/kg animals), and radioactivity in the bile of the 10 mg/kg ani-
mals was only 7-9% dose by 12 hours post-dose. The 10 mg/kg
rats had slightly more radioactivity in urine and slightly less radio-
activity in feces compared to the 1,000 mg/kg rats. Bioaccumula-
tion was not observed, and radioactivity in tissues was <0.1%
dose in all animals at each study termination.

870.7600 Dermal penetration 100% dermal absorption factor (default value)

Special studies Study not required.

B. Toxicological Endpoints

The dose at which no adverse effects
are observed (the NOAEL) from the
toxicology study identified as
appropriate for use in risk assessment is
used to estimate the toxicological level
of concern (LOC). However, the lowest
dose at which adverse effects of concern
are identified (the LOAEL) is sometimes
used for risk assessment if no NOAEL
was achieved in the toxicology study
selected. An uncertainty factor (UF) is
applied to reflect uncertainties inherent
in the extrapolation from laboratory
animal data to humans and in the
variations in sensitivity among members
of the human population as well as
other unknowns. An UF of 100 is
routinely used, 10X to account for
interspecies differences and 10X for
intraspecies differences.

Three other types of safety or
uncertainty factors may be used:
“Traditional uncertainty factors;” the
“special FQPA safety factor;” and the
“default FQPA safety factor.” By the
term “traditional uncertainty factor,”
EPA is referring to those additional
uncertainty factors used prior to FQPA
passage to account for database
deficiencies. These traditional
uncertainty factors have been
incorporated by the FQPA into the
additional safety factor for the
protection of infants and children. The

term “special FQPA safety factor” refers
to those safety factors that are deemed
necessary for the protection of infants
and children primarily as a result of the
FQPA. The “default FQPA safety factor”
is the additional 10X safety factor that
is mandated by the statute unless it is
decided that there are reliable data to
choose a different additional factor
(potentially a traditional uncertainty
factor or a special FQPA safety factor).
For dietary risk assessment (other
than cancer) the Agency uses the UF to
calculate an acute or chronic reference
dose (acute RID or chronic RfD) where
the RfD is equal to the NOAEL divided
by an UF of 100 to account for
interspecies and intraspecies differences
and any traditional uncertainty factors
deemed appropriate (RfD = NOAEL/UF).
Where a special FQPA safety factor or
the default FQPA safety factor is used,
this additional factor is applied to the
RfD by dividing the RfD by such
additional factor. The acute or chronic
Population Adjusted Dose (aPAD or
cPAD) is a modification of the RID to
accommodate this type of safety factor.
For non-dietary risk assessments
(other than cancer) the UF is used to
determine the LOC. For example, when
100 is the appropriate UF (10X to
account for interspecies differences and
10X for intraspecies differences) the
LOC is 100. To estimate risk, a ratio of

the NOAEL to exposures (margin of
exposure (MOE) = NOAEL/exposure) is
calculated and compared to the LOC.

The linear default risk methodology
(Q*) is the primary method currently
used by the Agency to quantify
carcinogenic risk. The Q* approach
assumes that any amount of exposure
will lead to some degree of cancer risk.
A Q* is calculated and used to estimate
risk which represents a probability of
occurrence of additional cancer cases
(e.g., risk). An example of how such a
probability risk is expressed would be to
describe the risk as one in one hundred
thousand (1 X 10-5), one in a million (1
X 10-6), or one in ten million (1 X 10-7).
Under certain specific circumstances,
MOE calculations will be used for the
carcinogenic risk assessment. In this
non-linear approach, a “point of
departure” is identified below which
carcinogenic effects are not expected.
The point of departure is typically a
NOAEL based on an endpoint related to
cancer effects though it may be a
different value derived from the dose
response curve. To estimate risk, a ratio
of the point of departure to exposure
(MOE_ancer = point of departure/
exposures) is calculated.

A summary of the toxicological
endpoints for mesosulfuron-methyl
used for human risk assessment is
shown in Table 2 of this unit:
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TABLE 2.—SUMMARY OF TOXICOLOGICAL DOSES AND ENDPOINTS FOR MESOSULFURON-METHYL FOR USE IN HUMAN RISK

ASSESSMENT

Exposure Scenario

Dose Used in Risk Assess-
ment, UF

Special FQPA SF* and
Level of Concern for Risk
Assessment

Study and Toxicological Effects

Acute Dietary:
(All populations)

No study in the toxicology database indicated there is an acute dietary endpoint of concern.

Chronic Dietary:

(All populations) UF =100

day

NOAEL= 155 mg/kg/day

Chronic RfD = 1.55 mg/kg/

FQPA SF = 1X
cPAD = chronic RfD/FQPA
SF = 1.55 mg/kg/day

Chronic oral toxicity study in dogs.
LOAEL = 574 mg/kg/day [M] based on in-

creased mucus secretion in the cardiac and
fundic sections of the stomach, and chronic
superficial gastritis (1/6) of male dogs.

Incidental Oral:
(Short- and Intermediate-Term)

No residential uses are proposed for mesosulfuron-methyl.

Dermal Exposure:
(Short-, Intermediate-, and

Quantification of dermal risk is not required for this route of exposure due to the lack of dermal, systemic,

neurological, and developmental toxicity concerns.

(Oral, Dermal, and Inhalation)

mice.

Long-Term)
Inhalation Exposure: Oral Residential LOC for MOE = | Chronic oral toxicity study in dogs.
(Short-, Intermediate-, and NOAEL= 155 mg/kg/day NA LOAEL = 574 mg/kg/day [M] based on in-
Long-Term) (100% Oral Absorption Occupational LOC for MOE creased mucus secretion in the cardiac and
Factor) =100 fundic sections of the stomach, and chronic
superficial gastritis (1/6) of male dogs.
Cancer: “Not likely to be carcinogenic to humans” based on the lack of evidence of carcinogenicity in the rats and

UF = uncertainty factor, FQPA SF = Special FQPA safety factor, NOAEL = no-observed-adverse-effect-level, LOAEL = lowest-observed-ad-
verse-effect-level, PAD = population adjusted dose (a = acute, ¢ = chronic), RfD = reference dose, MOE = margin of exposure, LOC = level of

concern, NA = Not Applicable.

C. Exposure Assessment

1. Dietary exposure from food and
feed uses. Tolerances have been
proposed wheat and meat byproducts of
cattle, goat, horse, and sheep. Risk
assessments were conducted by EPA to
assess dietary exposures from
mesosulfuron-methyl in food as follows:

i. Acute exposure. Acute dietary risk
assessments are performed for a food-
use pesticide, if a toxicological study
has indicated the possibility of an effect
of concern occurring as a result of a 1-
day or single exposure.

Based on available data, a suitable
endpoint for acute dietary risk
assessment was not identified because
no effects were observed in oral toxicity
studies (including developmental
studies) which could be attributed to a
single-dose exposure. Therefore, an
acute dietary risk assessment was not
performed.

ii. Chronic exposure. In conducting
the chronic dietary risk assessment EPA
used the Dietary Exposure Evaluation
Model software with the Food
Commodity Intake Database (DEEM-
FCIDT) and the LifelineT Model Version
2.0,, which incorporates food
consumption data as reported by
respondents in the USDA 1994-1996
and 1998 Nationwide Continuing
Surveys of Food Intake by Individuals
(CSF1I), and accumulated exposure to

the chemical for each commodity. The
following assumptions were made for
the chronic exposure assessments:
tolerance level residues, default
processing factors, and 100% crop
treated data, with no refinements.

iii. Cancer. A quantitative cancer
dietary exposure cancer dietary
assessment was not conducted because
mesosulfuron-methyl was classified as
“not likely to be carcinogenic to
humans.”

2. Dietary exposure from drinking
water. The Agency lacks sufficient
monitoring exposure data to complete a
comprehensive dietary exposure
analysis and risk assessment for
mesosulfuron-methyl in drinking water.
Because the Agency does not have
comprehensive monitoring data,
drinking water concentration estimates
are made by reliance on simulation or
modeling taking into account data on
the physical characteristics of
mesosulfuron-methyl.

The Agency uses the FQPA Index
Reservoir Screening Tool (FIRST) or the
Pesticide Root Zone Model/Exposure
Analysis Modeling System (PRZM/
EXAMS), to produce estimates of
pesticide concentrations in an index
reservoir. The SCI-GROW model is used
to predict pesticide concentrations in
shallow ground water. For a screening-
level assessment for surface water EPA
will use FIRST (a tier 1 model) before

using PRZM/EXAMS (a tier 2 model).
The FIRST model is a subset of the
PRZM/EXAMS model that uses a
specific high-end runoff scenario for
pesticides. Both FIRST and PRZM/
EXAMS incorporate an index reservoir
environment, and both models include
a percent crop area factor as an
adjustment to account for the maximum
percent crop coverage within a
watershed or drainage basin.

None of these models include
consideration of the impact processing
(mixing, dilution, or treatment) of raw
water for distribution as drinking water
would likely have on the removal of
pesticides from the source water. The
primary use of these models by the
Agency at this stage is to provide a
screen for sorting out pesticides for
which it is unlikely that drinking water
concentrations would exceed human
health levels of concern.

Since the models used are considered
to be screening tools in the risk
assessment process, the Agency does
not use estimated environmental
concentrations (EECs), which are the
model estimates of a pesticide’s
concentration in water. EECs derived
from these models are used to quantify
drinking water exposure and risk as a
%RID or %PAD. Instead drinking water
levels of comparison (DWLOCs) are
calculated and used as a point of
comparison against the model estimates
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of a pesticide’s concentration in water.
DWLOCs are theoretical upper limits on
a pesticide’s concentration in drinking
water in light of total aggregate exposure
to a pesticide in food, and from
residential uses. Since DWLOCs address
total aggregate exposure to
mesosulfuron-methyl they are further
discussed in the aggregate risk sections
in Unit IILE.

EPA determined that three degradates
may be present at sufficient quantities
(found in aerobic soil and aerobic and
anaerobic aquatic environments at
levels ranging from 5% to 20% of the
applied dose) to warrant inclusion in
the drinking water assessment. The
three degradates are 2-[3-(4,6-
dimethoxypyrimidin-2-
yl)ureidosulfonyl]-4-
methanesulfonamidomethyl benzoic
acid (AE F154851), methyl-2-[3-(4-
hydroxy-6-methoxypyrimidin-2-
yl)ureidosulfonyl]-4-
methanesulfonamidomethylbenzoate
(AE F160459), and 2-[3-(4-hydroxy-6-
methoxypyrimidine-2-
yl)ureidosulfonyl]-4-
methanesulfonamidomethyl benzoic
acid (AE F160460). EPA determined that
these degradates were not of concern for
food due to low toxicity and low level
of exposure in food, and that, for food,
parent mesosulfuron-methyl is the only
residue of concern.

Based on the FIRST and SCI-GROW
models, the EECs of mesosulfuron-
methyl and its degradates for chronic
exposures are estimated to be 0.15 parts
per billion (ppb) for surface water and
0.015 ppb for ground water.

3. From non-dietary exposure. The
term “residential exposure” is used in
this document to refer to non-
occupational, non-dietary exposure
(e.g., for lawn and garden pest control,
indoor pest control, termiticides, and
flea and tick control on pets).

Mesosulfuron-methyl is not registered
for use on any sites that would result in
residential exposure.

4. Cumulative effects from substances
with a common mechanism of toxicity.
Section 408(b)(2)(D)(v) of FFDCA
requires that, when considering whether
to establish, modify, or revoke a
tolerance, the Agency consider
“available information”” concerning the
cumulative effects of a particular
pesticide’s residues and “other
substances that have a common
mechanism of toxicity.”

Unlike other pesticides for which EPA
has followed a cumulative risk approach
based on a common mechanism of
toxicity, EPA has not made a common
mechanism of toxicity finding as to
mesosulfuron-methyl and any other
substances and mesosulfuron-methyl

does not appear to produce a toxic
metabolite produced by other
substances. For the purposes of this
tolerance action, therefore, EPA has not
assumed that mesosulfuron-methyl has
a common mechanism of toxicity with
other substances. For information
regarding EPA’s efforts to determine
which chemicals have a common
mechanism of toxicity and to evaluate
the cumulative effects of such
chemicals, see the policy statements
released by EPA’s OPP concerning
common mechanism determinations
and procedures for cumulating effects
from substances found to have a
common mechanism on EPA’s web site
at http://www.epa.gov/pesticides/
cumulative/.

D. Safety Factor for Infants and
Children

1.In general. Section 408 of FFDCA
provides that EPA shall apply an
additional tenfold margin of safety for
infants and children in the case of
threshold effects to account for prenatal
and postnatal toxicity and the
completeness of the data base on
toxicity and exposure unless EPA
determines based on reliable data that a
different margin of safety will be safe for
infants and children. Margins of safety
are incorporated into EPA risk
assessments either directly through use
of a MOE analysis or through using
uncertainty (safety) factors in
calculating a dose level that poses no
appreciable risk to humans. In applying
this provision, EPA either retains the
default value of 10 X when reliable data
do not support the choice of a different
factor, or, if reliable data are available,
EPA uses a different additional safety
factor value based on the use of
traditional uncertainty factors and/or
special FQPA safety factors, as
appropriate.

2. Prenatal and postnatal sensitivity.
There are no concerns or residual
uncertainties for pre- and/or post-natal
toxicity.

3. Conclusion. There is a complete
toxicity data base for mesosulfuron-
methyl and exposure data are complete
or are estimated based on data that
reasonably accounts for potential
exposures. EPA determined that the 10X
FQPA safety factor to protect infants
and children should be removed. The
FQPA factor is removed because:

i. There is no evidence of increased
quantitative/qualitative susceptibility in
the available acceptable guideline
studies.

ii. There are no residual uncertainties
for pre- and/or post-natal toxicity.

iii. Clear NOAELs have been
identified for the effects of concern.

iv. No adverse effects were noted at
the highest dose tested in the acceptable
guideline developmental toxicity and
reproduction studies in rats, and
developmental toxicity study in rabbits.

v. There are no proposed residential
uses.

E. Aggregate Risks and Determination of
Safety

To estimate total aggregate exposure
to a pesticide from food, drinking water,
and residential uses, the Agency
calculates DWLOCs which are used as a
point of comparison against EECs.
DWLOC values are not regulatory
standards for drinking water. DWLOGs
are theoretical upper limits on a
pesticide’s concentration in drinking
water in light of total aggregate exposure
to a pesticide in food and residential
uses. In calculating a DWLOC, the
Agency determines how much of the
acceptable exposure (i.e., the PAD) is
available for exposure through drinking
water [e.g., allowable chronic water
exposure (mg/kg/day) = cPAD - (average
food + residential exposure)]. This
allowable exposure through drinking
water is used to calculate a DWLOC.

A DWLOC will vary depending on the
toxic endpoint, drinking water
consumption, and body weights. Default
body weights and consumption values
as used by the EPA’s Office of Water are
used to calculate DWLOCs: 2 liter (L)/
70 kg (adult male), 2L/60 kg (adult
female), and 1L/10 kg (child). Default
body weights and drinking water
consumption values vary on an
individual basis. This variation will be
taken into account in more refined
screening-level and quantitative
drinking water exposure assessments.
Different populations will have different
DWLOCs. Generally, a DWLOC is
calculated for each type of risk
assessment used: Acute, short-term,
intermediate-term, chronic, and cancer.

When EECs for surface water and
ground water are less than the
calculated DWLOCGs, OPP concludes
with reasonable certainty that exposures
to the pesticide in drinking water (when
considered along with other sources of
exposure for which OPP has reliable
data) would not result in unacceptable
levels of aggregate human health risk at
this time. Because OPP considers the
aggregate risk resulting from multiple
exposure pathways associated with a
pesticide’s uses, levels of comparison in
drinking water may vary as those uses
change. If new uses are added in the
future, OPP will reassess the potential
impacts of residues of the pesticide in
drinking water as a part of the aggregate
risk assessment process.
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1. Acute risk. Based on available data,
a suitable endpoint for acute dietary risk
assessment was not identified because
no effects were observed in oral toxicity
studies (including developmental
studies) which could be attributed to a
single-dose exposure. Therefore,
mesosulfuron-methyl is not expected to
pose an acute dietary risk.

2. Chronic risk. Using the exposure
assumptions described in this unit for
chronic exposure, EPA has concluded
that exposure to mesosulfuron-methyl
from food will utilize <1% of the cPAD
for the U.S. population, <1% of the
cPAD for infants < 1 year old, and <1%
of the cPAD for children 1-12. There are
no residential uses for mesosulfuron-
methyl that result in chronic residential

exposure to mesosulfuron-methyl. In
addition, there is potential for chronic
dietary exposure to mesosulfuron-
methyl in drinking water. After
calculating DWLOCs and comparing
them to the EECs for surface and ground
water, EPA does not expect the
aggregate exposure to exceed 100% of
the cPAD, as shown in Table 3 of this
unit:

TABLE 3.—AGGREGATE RISK ASSESSMENT FOR CHRONIC (NON-CANCER) EXPOSURE TO MESOSULFURON-METHYL

Population Subgroup Ci’g%;‘/g/ O/EF%%S;D Witler];aEEC Wgtr:rugcéc S\ng'g
(ppb) (ppb) (ppb)
General U.S. Population 1.55 <1 0.154 0.015 54,000
All Infants (< 1 year old) 1.55 <1 0.154 0.015 16,000
Children 1-2 years old 1.55 <1 0.154 0.015 16,000
Children 3-5 years old 1.55 <1 0.154 0.015 16,000
Children 6-12 years old 1.55 <1 0.154 0.015 16,000
Youth 13-19 years old 1.55 <1 0.154 0.015 47,000
Females 13—49 years old 1.55 <1 0.154 0.015 47,000
Adults 20—49 years old 1.55 <1 0.154 0.015 54,000

3. Short-term risk. Short-term
aggregate exposure takes into account
residential exposure plus chronic
exposure to food and water (considered
to be a background exposure level).

Mesosulfuron-methyl is not registered
for use on any sites that would result in
residential exposure. Therefore, the
aggregate risk is the sum of the risk from
food and water, which do not exceed
the Agency’s level of concern.

4. Intermediate-term risk.
Intermediate-term aggregate exposure
takes into account residential exposure
plus chronic exposure to food and water
(considered to be a background
exposure level).

Mesosulfuron-methyl is not registered
for use on any sites that would result in
residential exposure. Therefore, the
aggregate risk is the sum of the risk from
food and water, which do not exceed
the Agency’s level of concern.

5. Aggregate cancer risk for U.S.
population. The EPA classified
mesosulfuron-methyl as “not likely to be
carcinogenic to humans.” Therefore,
mesosulfuron-methyl is not expected to
pose a cancer risk.

6. Determination of safety. Based on
these risk assessments, EPA concludes
that there is a reasonable certainty that
no harm will result to the general
population, and to infants and children
from aggregate exposure to
mesosulfuron-methyl residues.

IV. Other Considerations

A. Analytical Enforcement Methodology

Method EM F08/99-0 (liquid
chromatography/mass spectroscopy/
mass spectroscopy ) is adequate for
tolerance enforcement for mesosulfuron-
methyl in plant commodities. The
method has been subjected to successful
independent laboratory validations
(ILVs), satisfactory radiovalidation data
have been submitted, and the method
has been reviewed by an EPA chemist.

Method EM F07/00-0 (liquid
chromatography/mass spectroscopy/
mass spectroscopy) is adequate for
tolerance enforcement for mesosulfuron-
methyl in livestock commodities. The
method has been reviewed by an EPA
chemist. Although there has been no
independent lab validation of this
method in animal commodities, EPA
determined that independent lab
validation is not necessary because:

1. This method (F07/00-0) is
essentially identical to the plant method
(EM F08/99-0), which was succesfully
validated in an independent laboratory,
and

2. EPA has previously validated
single-analyte methods for members of
this class of chemicals which use
similar extraction and cleanup
procedures.

Both methods may be requested from:
Chief, Analytical Chemistry Branch,
Environmental Science Center, 701

Mapes Rd., Ft. Meade, MD 20755-5350;
telephone number: (410) 305-2905; e-
mail address: residuemethods@epa.gov.

B. International Residue Limits

There are currently no Codex,
Canadian, or Mexican MRL’s or
tolerances for mesosulfuron-methyl on
wheat.

C. Conditions

The following are being imposed as
conditions of registration of
mesosulfuron-methyl:

e A one year storage stability
(guideline 830.6317) and corrosion
characteristics (guideline 830.6320)
must be submitted to EPA by October 1,
2005.

e Storage stability data must be
submitted to demonstrate the stability of
mesosulfuron-methyl residues in/on
wheat forage stored frozen for up to 26
months and in/on wheat grain and straw
stored frozen for up to 25 months by
October 1, 2005.

D. Response to Comments

The one comment received on the
tolerance petition stated: “I oppose any
tolerance allowance granted for
mesosulfuron-methyl on any food
product. I am totally against any
chemicals in the food I eat. I do not
think we should allow these chemical
polluters in our food. I know industry
waves lots of money to get these
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approvals. The American public
disapproves of EPA granting these. EPA
is even being sued for these approvals.
I am totally against granting approval of
this pesticide on any food in any
amount at all. I prefer zero tolerance.”
Response: This commenter has a
disagreement not with how EPA is
implementing FFDCA section 408 as it
applies to the tolerance petition on
mesosulfuron-methyl but with FFDCA
section 408 itself. The commenter—and
in the commenter’s view the general
American public as well—would prefer
that FFDCA section 408 bar the
establishment of any tolerance
permitting any pesticide residues to
remain on food. That, however, is not
the law. Rather, FFDCA section 408 as
it is currently written establishes a
safety standard under which EPA must
evaluate petitions to establish
tolerances. EPA has applied that safety
standard in ruling on the mesosulfuron-
methyl tolerance petition. EPA cannot
take a commenter’s policy preference on
what the FFDCA should say into
account in ruling on application of the
FFDCA to a particular situation.

V. Conclusion

Therefore, the tolerance is established
for residues of methyl 2-[[[[(4,6-
dimethoxy-2-pyrimidinyl)
amino]carbonyl]amino]sulfonyl]-4-
[[(methylsulfonyl)amino]
methyl]benzoate]], mesosulfuron-
methyl, in or on the raw agricultural
commodities aspirated grain fractions at
0.60 ppm; meat byproducts of cattle,
goat, horse, and sheep at 0.01 ppm;
wheat forage at 0.60 ppm; wheat germ
at 0.10 ppm; wheat grain at 0.03 ppm;
wheat hay at 0.06 ppm; and wheat straw
at 0.30 ppm.

VI. Objections and Hearing Requests

Under section 408(g) of FFDCA, as
amended by FQPA, any person may file
an objection to any aspect of this
regulation and may also request a
hearing on those objections. The EPA
procedural regulations which govern the
submission of objections and requests
for hearings appear in 40 CFR part 178.
Although the procedures in those
regulations require some modification to
reflect the amendments made to FFDCA
by FQPA, EPA will continue to use
those procedures, with appropriate
adjustments, until the necessary
modifications can be made. The new
section 408(g) of FFDCA provides
essentially the same process for persons
to “object” to a regulation for an
exemption from the requirement of a
tolerance issued by EPA under new
section 408(d) of FFDCA, as was
provided in the old sections 408 and

409 of FFDCA. However, the period for
filing objections is now 60 days, rather
than 30 days.

A. What Do I Need to Do to File an
Objection or Request a Hearing?

You must file your objection or
request a hearing on this regulation in
accordance with the instructions
provided in this unit and in 40 CFR part
178. To ensure proper receipt by EPA,
you must identify docket ID number
OPP-2003-0257 in the subject line on
the first page of your submission. All
requests must be in writing, and must be
mailed or delivered to the Hearing Clerk
on or before June 7, 2004.

1. Filing the request. Your objection
must specify the specific provisions in
the regulation that you object to, and the
grounds for the objections (40 CFR
178.25). If a hearing is requested, the
objections must include a statement of
the factual issues(s) on which a hearing
is requested, the requestor’s contentions
on such issues, and a summary of any
evidence relied upon by the objector (40
CFR 178.27). Information submitted in
connection with an objection or hearing
request may be claimed confidential by
marking any part or all of that
information as CBI. Information so
marked will not be disclosed except in
accordance with procedures set forth in
40 CFR part 2. A copy of the
information that does not contain CBI
must be submitted for inclusion in the
public record. Information not marked
confidential may be disclosed publicly
by EPA without prior notice.

Mail your written request to: Office of
the Hearing Clerk (1900C),
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460-0001. You may also deliver
your request to the Office of the Hearing
Clerk in Rm.104, Crystal Mall #2, 1921
Jefferson Davis Hwy., Arlington, VA.
The Office of the Hearing Clerk is open
from 8 a.m. to 4 p.m., Monday through
Friday, excluding legal holidays. The
telephone number for the Office of the
Hearing Clerk is (703) 603—-0061.

2. Tolerance fee payment. If you file
an objection or request a hearing, you
must also pay the fee prescribed by 40
CFR 180.33(i) or request a waiver of that
fee pursuant to 40 CFR 180.33(m). You
must mail the fee to: EPA Headquarters
Accounting Operations Branch, Office
of Pesticide Programs, P.O. Box
360277M, Pittsburgh, PA 15251. Please
identify the fee submission by labeling
it “Tolerance Petition Fees.”

EPA is authorized to waive any fee
requirement “when in the judgement of
the Administrator such a waiver or
refund is equitable and not contrary to
the purpose of this subsection.” For

additional information regarding the
waiver of these fees, you may contact
James Tompkins by phone at (703) 305—
5697, by e-mail at
tompkins.jim@epa.gov, or by mailing a
request for information to Mr. Tompkins
at Registration Division (7505C), Office
of Pesticide Programs, Environmental
Protection Agency, 1200 Pennsylvania
Ave., NW., Washington, DC 20460—
0001.

If you would like to request a waiver
of the tolerance objection fees, you must
mail your request for such a waiver to:
James Hollins, Information Resources
and Services Division (7502C), Office of
Pesticide Programs, Environmental
Protection Agency, 1200 Pennsylvania
Ave., NW., Washington, DC 20460—
0001.

3. Copies for the Docket. In addition
to filing an objection or hearing request
with the Hearing Clerk as described in
Unit VI.A., you should also send a copy
of your request to the PIRIB for its
inclusion in the official record that is
described in Unit I.B.1. Mail your
copies, identified by docket ID number
OPP-2003-0257, to: Public Information
and Records Integrity Branch,
Information Resources and Services
Division (7502C), Office of Pesticide
Programs, Environmental Protection
Agency, 1200 Pennsylvania Ave., NW.,
Washington, DC 20460-0001. In person
or by courier, bring a copy to the
location of the PIRIB described in Unit
I.B.1. You may also send an electronic
copy of your request via e-mail to: opp-
docket@epa.gov. Please use an ASCII
file format and avoid the use of special
characters and any form of encryption.
Copies of electronic objections and
hearing requests will also be accepted
on disks in WordPerfect 6.1/8.0 or
ASCII file format. Do not include any
CBI in your electronic copy. You may
also submit an electronic copy of your
request at many Federal Depository
Libraries.

B. When Will the Agency Grant a
Request for a Hearing?

A request for a hearing will be granted
if the Administrator determines that the
material submitted shows the following:
There is a genuine and substantial issue
of fact; there is a reasonable possibility
that available evidence identified by the
requestor would, if established resolve
one or more of such issues in favor of
the requestor, taking into account
uncontested claims or facts to the
contrary; and resolution of the factual
issues(s) in the manner sought by the
requestor would be adequate to justify
the action requested (40 CFR 178.32).



Federal Register/Vol. 69, No. 67/Wednesday, April 7, 2004/Rules and Regulations

18263

VII. Statutory and Executive Order
Reviews

This final rule establishes a tolerance
under section 408(d) of FFDCA in
response to a petition submitted to the
Agency. The Office of Management and
Budget (OMB) has exempted these types
of actions from review under Executive
Order 12866, entitled Regulatory
Planning and Review (58 FR 51735,
October 4, 1993). Because this rule has
been exempted from review under
Executive Order 12866 due to its lack of
significance, this rule is not subject to
Executive Order 13211, Actions
Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use (66 FR 28355, May
22, 2001). This final rule does not
contain any information collections
subject to OMB approval under the
Paperwork Reduction Act (PRA), 44
U.S.C. 3501 et seq., or impose any
enforceable duty or contain any
unfunded mandate as described under
Title II of the Unfunded Mandates
Reform Act of 1995 (UMRA) (Public
Law 104—4). Nor does it require any
special considerations under Executive
Order 12898, entitled Federal Actions to
Address Environmental Justice in
Minority Populations and Low-Income
Populations (59 FR 7629, February 16,
1994); or OMB review or any Agency
action under Executive Order 13045,
entitled Protection of Children from
Environmental Health Risks and Safety
Risks (62 FR 19885, April 23, 1997).
This action does not involve any
technical standards that would require
Agency consideration of voluntary
consensus standards pursuant to section
12(d) of the National Technology
Transfer and Advancement Act of 1995
(NTTAA), Public Law 104—113, section
12(d) (15 U.S.C. 272 note). Since
tolerances and exemptions that are
established on the basis of a petition
under section 408(d) of FFDCA, such as
the tolerance in this final rule, do not
require the issuance of a proposed rule,
the requirements of the Regulatory
Flexibility Act (RFA) (5 U.S.C. 601 et
seq.) do not apply. In addition, the
Agency has determined that this action
will not have a substantial direct effect
on States, on the relationship between
the national government and the States,
or on the distribution of power and
responsibilities among the various
levels of government, as specified in
Executive Order 13132, entitled
Federalism (64 FR 43255, August 10,
1999). Executive Order 13132 requires
EPA to develop an accountable process
to ensure “meaningful and timely input
by State and local officials in the
development of regulatory policies that

have federalism implications.” “Policies
that have federalism implications” is
defined in the Executive order to
include regulations that have
“substantial direct effects on the States,
on the relationship between the national
government and the States, or on the
distribution of power and
responsibilities among the various
levels of government.” This final rule
directly regulates growers, food
processors, food handlers and food
retailers, not States. This action does not
alter the relationships or distribution of
power and responsibilities established
by Congress in the preemption
provisions of section 408(n)(4) of
FFDCA. For these same reasons, the
Agency has determined that this rule
does not have any “tribal implications”
as described in Executive Order 13175,
entitled Consultation and Coordination
with Indian Tribal Governments (65 FR
67249, November 6, 2000). Executive
Order 13175, requires EPA to develop
an accountable process to ensure
“meaningful and timely input by tribal
officials in the development of
regulatory policies that have tribal
implications.” “Policies that have tribal
implications” is defined in the
Executive order to include regulations
that have “substantial direct effects on
one or more Indian tribes, on the
relationship between the Federal
Government and the Indian tribes, or on
the distribution of power and
responsibilities between the Federal
Government and Indian tribes.” This
rule will not have substantial direct
effects on tribal governments, on the
relationship between the Federal
Government and Indian tribes, or on the
distribution of power and
responsibilities between the Federal
Government and Indian tribes, as
specified in Executive Order 13175.
Thus, Executive Order 13175 does not
apply to this rule.

VIII. Congressional Review Act

The Congressional Review Act, 5
U.S.C. 801 et seq., as added by the Small
Business Regulatory Enforcement
Fairness Act of 1996, generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report, which includes a
copy of the rule, to each House of the
Congress and to the Comptroller General
of the United States. EPA will submit a
report containing this rule and other
required information to the U.S. Senate,
the U.S. House of Representatives, and
the Comptroller General of the United
States prior to publication of this final
rule in the Federal Register. This final
rule is not a “major rule” as defined by
5 U.S.C. 804(2).

List of Subjects in 40 CFR Part 180

Environmental protection,
Administrative practice and procedure,
Agricultural commodities, Pesticides
and pests, Reporting and recordkeeping
requirements.

Dated: March 26, 2004.
James Jones,
Director, Office of Pesticide Programs.

m Therefore, 40 CFR chapter I is
amended as follows:

PART 180—[AMENDED]

m 1. The authority citation for part 180
continues to read as follows:

Authority: 21 U.S.C. 321(q), 346a and 371.

m 2. Section 180.597 is added to read as
follows:

§180.597 Mesosulfuron-methyl;
tolerances for residues.

(a) General. Tolerances are
established for residues of the herbicide
mesosulfuron-methyl, (methyl 2-[[[[
(4,6-dimethoxy-2-pyrimidinyl)
amino]carbonyl]lamino]sulfonyl] -4-
[[(methylsulfonyl)amino]
methyl]benzoate]) in or on the following
raw agricultural commodities:

; Parts per
Commodity oA
Cattle, meat byproducts ........... 0.01
Goat, meat byproducts ............. 0.01
Grain, aspirated fractions 0.60
Horse, meat byproducts ........... 0.01
Sheep, meat byproducts .......... 0.01
Wheat, forage 0.60
Wheat, germ 0.10
Wheat, grain 0.03
Wheat, hay ....... 0.06
Wheat, straw 0.30

(b) Section 18 emergency exemptions.
[Reserved]

(c) Tolerances with regional
registrations. [Reserved]

(d) Indirect or inadvertent residues.
[Reserved]

[FR Doc. 04-7781 Filed 4—6-04; 8:45 am)]
BILLING CODE 6560-50-S

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[OPP-2003-0296; FRL-7339-4]

Fosthiazate; Pesticide Tolerance

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Final rule.

SUMMARY: This regulation establishes a
tolerance for combined residues of
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fosthiazate (O-ethyl S-(1-
methylpropyl)(2-oxo-3-
thiazolidinyl)phosphonothioate and its
metabolite O-ethyl S-(1-
methylpropyl)[2-(methylsulfonyl)ethyl]
phosphoramidothioate (ASC-67131) in
or on tomato. ISK Biosciences requested
this tolerance under the Federal Food,
Drug, and Cosmetic Act (FFDCA), as
amended by the Food Quality Protection
Act of 1996 (FQPA). This tolerance will
support the use of fosthiazate on
tomatoes as a replacement for methyl
bromide for the control of nematodes.

DATES: This regulation is effective April
7, 2004. Objections and requests for
hearings, identified by docket ID
number OPP-2003-0296, must be
received on or before June 7, 2004.

ADDRESSES: Written objections and
hearing requests may be submitted
electronically, by mail, or through hand
delivery/courier. Follow the detailed
instructions as provided in Unit VI. of
the SUPPLEMENTARY INFORMATION.

FOR FURTHER INFORMATION CONTACT: Rita
Kumar, Registration Division (7505C),
Office of Pesticide Programs,
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460-0001; telephone number:
(703) 308—8291; e-mail address:
kumar.rita@epa.gov.

SUPPLEMENTARY INFORMATION:
I. General Information

A. Does this Action Apply to Me?

You may be potentially affected by
this action if you are an agricultural
producer, food manufacturer, or
pesticide manufacturer. Potentially
affected entities may include, but are
not limited to:

e Crop production (NAICS 111)
¢ Animal production (NAICS 112)
¢ Food manufacturing (NAICS 311)

e Pesticide manufacturing (NAICS
32532)

This listing is not intended to be
exhaustive, but rather provides a guide
for readers regarding entities likely to be
affected by this action. Other types of
entities not listed in this unit could also
be affected. The North American
Industrial Classification System
(NAICS) codes have been provided to
assist you and others in determining
whether this action might apply to
certain entities. If you have any
questions regarding the applicability of
this action to a particular entity, consult
the person listed under FOR FURTHER
INFORMATION CONTACT.

B. How Can I Get Copies of this
Document and Other Related
Information?

1. Docket. EPA has established an
official public docket for this action
under docket identification (ID) number
OPP-2003-0296. The official public
docket consists of the documents
specifically referenced in this action,
any public comments received, and
other information related to this action.
Although a part of the official docket,
the public docket does not include
Confidential Business Information (CBI)
or other information whose disclosure is
restricted by statute. The official public
docket is the collection of materials that
is available for public viewing at the
Public Information and Records
Integrity Branch (PIRIB), Rm. 119,
Crystal Mall #2, 1921 Jefferson Davis
Hwy., Arlington, VA. This docket
facility is open from 8:30 a.m. to 4 p.m.,
Monday through Friday, excluding legal
holidays. The docket telephone number
is (703) 305-5805.

2. Electronic access. You may access
this Federal Register document
electronically through the EPA Internet
under the “Federal Register” listings at
http://www.epa.gov/fedrgstr/. A
frequently updated electronic version of
40 CFR part 180 is available at http://
www.access.gpo.gov/nara/cfr/
cfrhtml_00/Title_40/40cfr180_00.html, a
beta site currently under development.
To access the OPPTS Harmonized
Guidelines referenced in this document,
go directly to the guidelines at http://
www.epa.gov/opptsfrs/home/
guidelin.htm.

An electronic version of the public
docket is available through EPA’s
electronic public docket and comment
system, EPA Dockets. You may use EPA
Dockets at http://www.epa.gov/edocket/
to submit or view public comments,
access the index listing of the contents
of the official public docket, and to
access those documents in the public
docket that are available electronically.
Although not all docket materials may
be available electronically, you may still
access any of the publicly available
docket materials through the docket
facility identified in Unit I.B.1. Once in
the system, select “search,” then key in
the appropriate docket ID number.

II. Background and Statutory Findings

In the Federal Register of November
21 2001 (66 FR 58477) (FRL-6799-1),
EPA issued a notice pursuant to section
408 of FFDCA, 21 U.S.C. 346a, as
amended by FQPA (Public Law 104—
170), announcing the filing of a
pesticide petition (PP 6F4662) by ISK
Biosciences Corporation, 7470 Auburn

Road, Suite A, Concord, OH 44077. That
notice included a summary of the
petition prepared by ISK Biosciences,
the registrant. There were no comments
received in response to the notice of
filing.

The petition requested that 40 CFR
part 180 be amended by establishing a
tolerance for combined residues of the
insecticide fosthiazate, (O-ethyl S-(1-
methylpropyl)(2-oxo-3-
thiazolidinyl)phosphonothioate) and its
metabolite ASC-67131 (O-ethyl S-(1-
methylpropyl)[2-(methylsulfonyl)ethyl]
phosphoramidothioate), in or on
tomatoes at 0.02 parts per million
(ppm). Fosthiazate is a new
organophosphate (OP) active ingredient
(a.i.), that controls a broad spectrum of
nematode species. It may be applied
through drip (trickle) irrigation systems,
as a band application under plastic
mulch. Application is made once per
season, either prior to or at planting/
transplanting of tomatoes. The United
States Department of Agriculture’s
Interregional Research Project No. 4 has
identified fosthiazate as a viable
alternative to the use of methyl bromide
for control of nematodes infesting
tomato fields. Methyl bromide has been
identified as a chemical that depletes
the earth’s ozone layer, and thus its use
is being phased out. The United States
is in the process of implementing a
methyl bromide use reduction strategy
leading to a complete ban for soil
fumigation uses by the year 2005.
Fosthiazate will provide growers with a
pest management tool for use against
nematode pest pressure.

Section 408(b)(2)(A)(@) of the FFDCA
allows EPA to establish a tolerance (the
legal limit for a pesticide chemical
residue in or on a food) only if EPA
determines that the tolerance is “safe.”
Section 408(b)(2)(A)(ii) of the FFDCA
defines “safe’” to mean that “there is a
reasonable certainty that no harm will
result from aggregate exposure to the
pesticide chemical residue, including
all anticipated dietary exposures and all
other exposures for which there is
reliable information.” This includes
exposure through drinking water and in
residential settings, but does not include
occupational exposure. Section
408(b)(2)(C) of the FFDCA requires EPA
to give special consideration to
exposure of infants and children to the
pesticide chemical residue in
establishing a tolerance and to “ensure
that there is a reasonable certainty that
no harm will result to infants and
children from aggregate exposure to the
pesticide chemical residue. . . .”

EPA performs a number of analyses to
determine the risks from aggregate
exposure to pesticide residues. For
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further discussion of the regulatory
requirements of section 408 of the
FFDCA and a complete description of
the risk assessment process, see the final
rule on Bifenthrin Pesticide Tolerances
(62 FR 62961, November 26, 1997)

(FRL-5754-7).

III. Aggregate Risk Assessment and

Determination of Safety

Consistent with section 408(b)(2)(D)
of the FFDCA, EPA has reviewed the

available scientific data and other

relevant information in support of this
action. EPA has sufficient data to assess
the hazards of and to make a

determination on aggregate exposure,
consistent with section 408(b)(2) of the
FFDCA, for a tolerance for combined
residues of the insecticide fosthiazate,
(O-ethyl S-(1-methylpropyl)(2-oxo-3-
thiazolidinyl)phosphonothioate) and its
metabolite ASC-67131 (O-ethyl S-(1-
methylpropyl)[2-(methylsulfonyl)ethyl]
phosphoramidothioate) on tomatoes at
0.02 ppm. EPA’s assessment of
exposures and risks associated with
establishing the tolerance follows.

A. Toxicological Profile

EPA has evaluated the available
toxicity data and considered its validity,

completeness, and reliability as well as
the relationship of the results of the
studies to human risk. EPA has also
considered available information
concerning the variability of the
sensitivities of major identifiable
subgroups of consumers, including
infants and children. The nature of the
toxic effects caused by fosthiazate are
discussed in Table 1 of this unit as well
as the no observed adverse effect level
(NOAEL) and the lowest observed
adverse effect level (LOAEL) from the
toxicity studies reviewed.

TABLE 1.—SUBCHRONIC, CHRONIC, AND OTHER TOXICITY

Guideline No.

Study Type

Results

870.3100

13—Week feeding
study-rat

Systemic Toxicity LOAEL: 0.08 and 0.09 mg/kg/day for males and fe-
males, respectively, based on microscopic lesions in the adrenals
(males) and increased ALT (females) levels. No NOAEL was estab-
lished. At higher doses, the severity of vacuolation of cells in zona
fasciculata (>1.07 ppm) and zona glomerulosa (>53.6 ppm) of the
adrenals increased in a dose-dependent manner; at >53.6 ppm, the
brain cholinesterase inhibition (ChEIl) was also noted. In addition, there
was increase in adrenal gland weight at 429 ppm

LOAEL for ChEIl: 10.7 ppm (0.77 and 0.89 mg/kg/day for males and fe-
males, respectively) based on plasma and RBC ChEl.

NOAEL: 1.07 ppm (0.08 and 0.09 mg/kg/day for males and females, re-
spectively)

4-Week range-finding
feeding study-rat

Systemic LOAEL: 400 ppm (equivalent to 40.87 mg/kg/day in males and
43.52 mg/kg/day in females) based on fur loss, muscle tremor, enlarged
pale spongiocytes in the adrenals, increased adrenal weights, and in-
creased alkaline phosphatase and alanine aminotransferase levels.

Systemic NOAEL: 100 ppm (equivalent to 9.69 mg/kg/day in males and
10.67 mg/kg/day in females)

LOAEL for ChEI: 5 ppm (equivalent to 0.48 mg/kg/day in males and 0.5
mg/kg/day in females) based on decreased plasma butyryl- and acetyl-
cholinesterase, and brain acetyl-cholinesterase in females, and eryth-
rocyte acetyl-cholinesterase in males

NOAEL: 1 ppm (equivalent to 0.10 mg/kg/day in males and females

28-Day feeding study-
rat with 2-
butanesulfonic acid
(BSA)

NOAEL: 1,000 mg/kg/day, the highest dose tested.

4-Week range-finding
feeding study-mice

LOAEL: 400 ppm (males: 68.99 and females: 82.38 mg/kg/day) based on
increased tubular basophilia in the kidney

NOAEL: 100 ppm (equivalent to 17.59 mg/kg/day in males and 21.43 mg/
kg/day in females)

870.3150

13-Weeks subchronic
toxicity-dog

Systemic Toxicity

LOAEL: 0.11 mg/kg/day, based on histopathological changes in the adre-
nal glands

NOAEL: 0.054 mg/kg/day

LOAEL for plasma ChEIl: 0.11 mg/kg/day in females and 0.54 mg/kg/day
in males

NOAEL: 0.054 mg/kg/day in females and 0.11 mg/kg/day in males.
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TABLE 1.—SUBCHRONIC, CHRONIC, AND OTHER ToxICITY—Continued
Guideline No. Study Type Results
870.3200 21-Day repeated der- | Systemic LOAEL: 250 mg/kg/day for males and females based on mor-
mal toxicity-rat tality, clinical signs (emaciation, torpor lethargy or dullness, tremor,
hunched posture, hypothermia, gasping, hypersensitivity to noise, pallor
paleness, tachypnea labored breathing, and piloerection), decreased
body weight gains, and histopathology of the adrenal cortex observed in
both sexes; increased food conversion factor and hematology findings
were observed in males only
Systemic NOAEL: 25 mg/kg/day
LOAEL for ChEl: 25 mg/kg/day in males and 2.5 mg/kg/day in females
based on inhibition of plasma, erythrocyte, and brain cholinesterase
(ChE) in both sexes
NOAEL for ChEI: 2.5 mg/kg/day in males and 0.5 mg/kg/day in females
870.3700 Developmental toxicity- | Maternal Toxicity
rat LOAEL = 10 mg/kg/day, based on reduced body weight gain
NOAEL = 5 mg/kg/day
Developmental Toxicity
LOAEL = Not determined
NOAEL = 10 mg/kg/day
Although data were not provided on clinical signs in the dams during or
after dosing no cholinergic signs were seen in neurotoxicity studies at
the same dose. Therefore, the study classification is upgraded to ac-
ceptable/guideline
870.3700 Developmental toxicity- | Maternal
rabbit LOAEL: 2 mg/kg/day based on weight loss, abortion, and cholinergic clin-
ical signs noted in the range finding study (MRID 41381110)
NOAEL: 1.5 mg/kg/day.
Developmental toxicity
LOAEL: Not determined
NOAEL: 2 mg/kg/day
No developmental toxicity was observed at any dose tested in the defini-
tive prenatal developmental toxicity study. No developmental toxicity
was observed at doses up to 2.5 mg/kg in a range-finding study
870.3800 2—Generation repro- Parental Toxicity
duction-rat LOAEL = 100 ppm (equivalent to 9.32 and 7.21 mg/kg/day in females,
and males, respectively) based on increased incidences of adrenal zona
glomerulosa hypertrophy, centriacinar hepatocytic vacuolation and liver
inflammation in F, females and periacinar hepatocytic hypertrophy in Fg
males
NOAEL: 30 ppm (equivalent to 2.6 and 2.09 mg/kg/day) in females and
males, respectively). in Fo females and in males
Reproductive Toxicity
LOAEL = >100 ppm
NOAEL = 100 ppm
Offspring Toxicity
LOAEL = 30 ppm based on decreased litter size and decreased pup
weight and viability index during lactation
NOAEL = 10 ppm
870.4100 1-Year chronic oral Systemic LOAEL: 0.5 mg/kg/day in males based on increased alanine

toxicity-dog

aminotransferase and 5 mg/kg/day in females based on microscopic le-
sions in the adrenal gland

NOAEL: 0.1 mg/kg/day in males and 0.5 mg/kg/day in females

LOAEL for ChEl: 0.5 mg/kg/day based on plasma acetyl- and butyryl-cho-
linesterase activity in males/females

NOAEL: 0.1 mg/kg/day based on plasma acetyl- and butyryl-cholin-
esterase activity

The erythrocyte and brain ChE activity LOAELs were not observed. The
erythrocyte and brain cholinesterase NOAELs are 5 mg/kg/day
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TABLE 1.—SUBCHRONIC, CHRONIC, AND OTHER ToxICITY—Continued

Guideline No. Study Type Results
870.4200 Carcinogenicity-mouse | Systemic LOAEL: 10.43 mg/kg/day (100 ppm) for females, based on in-
creased adrenal cortico-medullary pigmentation and 30.51 mg/kg/day
(300 ppm) for males, based on decreased body weights and non-neo-
plastic lesions in the adrenals, pituitary and kidney. At 300 ppm, in-
crease in cholinergic signs (ataxia, hunched posture, tremors) was ob-
served
NOAEL: 3.20 mg/kg/day (30 ppm) and 10.32 mg/kg/day (100 ppm) for fe-
males and males, respectively. The test material was not carcinogenic
at the doses tested
870.4300 Combined chronic/car- | Systemic
cinogenicity-rat LOAEL: 50 ppm (2.45 mg/kg/day) for females, based on decreased RBC
parameters (packed cell volume, hemoglobin, and RBC count), and in-
creased incidence of atrophy and foamy interstitial cells in the ovaries
and 200 ppm (8.34 mg/kg/day) for males, based on increased
incidences of retinal atrophy, skeletal degenerative myopathy and non-
neoplastic lesions in the adrenal and pituitary glands
NOAEL: 10 ppm (0.50 mg/kg/day) and 50 ppm (1.94 mg/kg/day) for fe-
male and male rats, respectively. The test material was not carcino-
genic at the doses tested
LOAEL for ChEIl: 10 ppm for male rats (0.38 mg/kg/day) and 1 ppm for fe-
male rats (0.051 mg/kg/day) based on inhibition of plasma and RBC
ChE activity
NOAEL: 1 ppm for male rats (0.039 mg/kg/day) and a NOAEL was not es-
tablished for female rats
870.5100 Gene mutation sal- Negative in salmonella strains with or without S-9 activation. No
monella/mammalian cytotoxicity response up to the limit dose
activation gene mu-
tation assay with
BSA
870.5265 Gene mutation sal- Negative for mutagenic effects at dose levels up to 5,000 pg/plate with or
monella/mammalian without metabolic activation
activation gene mu-
tation assay
870.5300 In vitro gene mutation- | No evidence of increased mutation frequency at the thymidine locus in
mouse lymphoma cells treated upto cytotoxic concentration with or without S-9.
assay Cytotoxicity was evident at >640 pug/ml (-S9) and >160 ug/mL (+S9)
870.5300 In vitro mammalian No evidence of increased mutation frequency in cells treated up to the
gene mutation - limit dose with or without S-9
mouse lymphoma
assay with BSA
870.5375 In vitro cytogenetics No effects at concentrations up to 200 pg/ml (without S9) or 750 png/mL
(CHO) assay Ewgh)89). Cytotoxicity was evident at 250 ug/mL (-S9)and >93.75 pg/mL
+S9
870.5395 In vivo mammalian cy- | No evidence of clastogenic or aneugenic effect at doses tested. Negative
togenetics assay for induction of micronuclei at a dose approaching oral MTD, 50 mg/kg
870.5395 In vivo mammalian cy- | No evidence of clastogenic or aneugenic effect at doses tested. Negative
togenetics micro- for induction of micronuclei
nucleus assay with
BSA
870.5500 In vitro DNA repair test | Negative in the DNA repair test. Fosthiazate did not induce any clear dif-
ferences in the diameter of growth inhibitory zones between H17 (rec+)
and M 45 (rec-), either in the presence or absence of metabolic activa-
tion
870.6100 Acute delayed Six hens treated with IKI-1145 (fosthiazate technical) died within 6 days; 2

neurotoxicity (ADNT)
study-hen

had relapses and progressed to moribundity on days 13 and 26; 9 hens
survived. No abnormal neuropathological changes were observed ex-
cept for a minimal case of focal gliosis in the lumbar sacral area of one
of the two relapsing hens. IKI-1145 did not cause ADNT
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TABLE 1.—SUBCHRONIC, CHRONIC, AND OTHER ToxICITY—Continued

Guideline No.

Study Type

Results

870.6200

Acute neurotoxicity
screening battery

Neurotoxicity

LOAEL: 10 mg/kg/day based on decreased forelimb grip strength in fe-
males. No abnormal neuropathological changes were observed

NOAEL: 0.4 mg/kg/day

LOAEL for ChEIl: 10 mg/kg/day based on inhibition of plasma. Erythrocyte,
and brain 3 hrs postdosing (plasma ChEIl was reversible)

NOAEL: 0.4 mg/kg/day

Special cholinesterase
inhibition study-rat

LOAEL: 4.0 mg/kg/day based on plasma ChEIl

NOAEL: 0.4 mg/kg/day

Decrease plasma ChE activity was noted in the male and female rats 3
hours after a single dose at 4.0 mg/kg body weight. Brain and RBC
ChE activities were unaffected

870.6200

Subchronic
neurotoxicity screen-
ing battery

Systemic

LOAEL: 2.5 mg/kg/day based on decreased hind limb grip strength (21%;
p<0.01) in females. No abnormal neuropathological changes were ob-
served

NOAEL: 0.5 mg/kg/day.

LOAEL for ChEl: 0.5 mg/kg/day based on significant inhibition of plasma,
erythrocyte and brain ChE in females at weeks 5 and/or 9 and 14

NOAEL: 0.05 mg/kg/day

870.7485

Metabolism-rat

IKI-1145 (fosthiazate technical) was rapidly absorbed and widely distrib-
uted with only >5% detected in the tissues. No sex-related differences
noted in the absorption and distribution; absorption was not dose de-
pendent. Peak concentration in the blood was at 0.33 hr in both sexes.
Only one metabolite, BESxP, represented >10% of the administered
dose. Test material was rapidly eliminated primarily in the urine (57%-
72%) within 24 hrs. Unacceptable/Guideline due to lack of identification
of metabolites in fecal radioactivity (accounted for 9-15% of the adminis-
tered dose). Mean recovery was 95%-99%. IKI-1145 was metabolized
by multiple processes including hydrolysis, oxidation, methylation and
glutathione conjugation

870.7485

Metabolism-rat

IKI-1145 was rapidly and extensively absorbed independent of dose; rap-
idly metabolized and excreted in the urine (>65%), expired air (>10%)
and in feces (<9%). Elimination was biphasic with first phase elimination
half-life (t1/2) of 5-6 hrs and second phase of 85-112 hrs. Metabolism
and excretion was rapid within 24 hrs. IKI-1145 was metabolized by
multiple processes including hydrolysis, oxidation, methylation and glu-
tathione conjugation. Female rats tended to excrete a metabolite con-
taining a methylsulfinylethyl group while male rats excreted more con-
taining a sulfoethyl group

870.7485

Metabolism-rat with
BSA

Recovery was 100-108%. BSA was rapidly eliminated unchanged fol-
lowing dosing via the iv (approx. 100% in the urine) or oral (63%-89% in
the urine and 10%-28% in feces) routes. Tissue burden was low

B. Toxicological Endpoints

routinely used, 10X to account for
interspecies differences and 10X for

data, could potentially impact the doses
selected for risk assessment. Therefore,

The dose at which no adverse effects
are observed (the NOAEL) from the
toxicology study identified as
appropriate for use in risk assessment is
used to estimate the toxicological level
of concern (LOC). However, the lowest
dose at which adverse effects of concern
are identified (the LOAEL) is sometimes
used for risk assessment if no NOAEL
was achieved in the toxicology study
selected. An uncertainty factor (UF) is
applied to reflect uncertainties inherent
in the extrapolation from laboratory
animal data to humans and in the
variations in sensitivity among members
of the human population as well as
other unknowns. An UF of 100 is

intraspecies differences. Based on the
weight of evidence presented, the
Agency concluded that a developmental
neurotoxicity (DNT) study with
comparative cholinestrase (ChE)
measurements in adults and pups is
required for fosthiazate. The available
data base confirms that fosthiazate is a
ChE inhibitor and the increased
sensitivity for this effect cannot be
confirmed until the results of DNT
study are known. Based on the lack of
a DNT study, the Agency also
concluded that a Database Uncertainty
Factor (UFdb) is necessary. The
available data suggest that results of a
DNT study, as well as additional ChE

a 10X UFdb is required for acute dietary
risk assessment and a 3X UFdb is
required for chronic dietary risk
assessment. Refer to Unit III1.D.3 of this
document for a detailed discussion of
these uncertainty factors.

For dietary risk assessment (other
than cancer) the Agency uses UF to
calculate an acute or chronic reference
dose (acute RID or chronic RfD) where
the RfD is equal to the NOAEL divided
by the appropriate UF (RfD = NOAEL/
UF). Where an additional safety factor
(SF) is retained due to concerns unique
to the FQPA, this additional factor is
applied to the RID by dividing the RfD
by such additional factor. The acute or
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chronic Population Adjusted Dose
(aPAD or cPAD) is a modification of the
RfD to accommodate this type of FQPA
SF.

For non-dietary risk assessments
(other than cancer) the UF is used to
determine the LOC. For example, when
100 is the appropriate UF (10X to
account for interspecies differences and
10X for intraspecies differences) the
LOC is 100. To estimate risk, a ratio of
the NOAEL to exposures (margin of
exposure (MOE) = NOAEL/exposure) is
calculated and compared to the LOC.

The linear default risk methodology
(Q*) is the primary method currently
used by the Agency to quantify
carcinogenic risk. The Q* approach
assumes that any amount of exposure
will lead to some degree of cancer risk.
A Q* is calculated and used to estimate
risk which represents a probability of
occurrence of additional cancer cases
(e.g., risk is expressed as 1 x 106 or one
in a million). Under certain specific
circumstances, MOE calculations will
be used for the carcinogenic risk
assessment. In this non-linear approach,

a “point of departure” is identified
below which carcinogenic effects are
not expected. The point of departure is
typically a NOAEL based on an
endpoint related to cancer effects
though it may be a different value
derived from the dose response curve.
To estimate risk, a ratio of the point of
departure to exposure (MOE ancer = point
of departure/exposures) is calculated. A
summary of the toxicological endpoints
for fosthiazate used for human risk
assessment is shown in Table 2 of this
unit:

TABLE 2.—SUMMARY OF TOXICOLOGICAL DOSE AND ENDPOINTS FOR FOSTHIAZATE FOR USE IN HUMAN RISK

ASSESSMENT

Exposure Scenario

Dose (mg/kg/day) UF/
MOE

Hazard and Exposure Based
Special FQPA Safety Factor

Study and Toxicological Effects

Dietary risk assessments

Acute dietary (general pop- | NOAEL = 0.4 1X
ulation including infants UF = 100
and children) UFdb* = 10

Acute oral neurotoxicity/rat

LOAEL = 10 mg/kg/day based on inhibi-
tion of RBC ChE in males within 3 hrs
post dosing

Acute RfD and Acute PAD = 0.0004 mg/kg/day

Chronic dietary
UF = 100

NOAEL = 0.05
UFdb* =3

1X

Chronic oral toxicity/rat

LOAEL= 0.38 mg/kg/day based on inhi-
bition of plasma and RBC ChE in
males

Chronic RfD and Chronic PAD = 0.00017 mg/kg/day

* UFdb = database uncertainty factors of 10X and 3X are applied for lack of a DNT study and ChE data

C. Exposure Assessment

1. Dietary exposure from food and
feed uses. Currently there are no
tolerances established for fosthiazate on
any commodity. Risk assessments were
conducted by EPA to assess dietary
exposures from fosthiazate in food as
follows:

i. Acute exposure. Acute dietary risk
assessments are performed for a food-
use pesticide if a toxicological study has
indicated the possibility of an effect of
concern occurring as a result of a one
day or single exposure. The Dietary
Exposure Evaluation Model (DEEM™)
analysis evaluated the individual food
consumption as reported by
respondents in the USDA 1994—-1996
and 1998 nationwide Continuing
Surveys of Food Intake by Individuals
(CSF1I) and accumulated exposure to
the chemical for each commodity. The
following assumptions were made for
the acute exposure assessments: The
acute dietary risk assessment was based
on field trial residues in tomato (3 limit
of quantitation (LOQ) parent + # LOQ
ASC-67131) and 100% crop treated
(CT). Risks of concern were considered
at the 95th percentile because field trial
data with 1.3X application rate,

minimum preharvest interval (PHI) and
100% CT were used, which are
considered conservative inputs. No
detectable residues of either the parent
or its metabolite of concern were found
in the edible portion during these field
trials at a limit of detection (LOD) of
0.01 ppm using gas chromatograph/
flame photometric detector (GC/FPD)
(phosphorus) as an analytical method.
The Agency believes that the default
assumption of # LOD of the GC/FPD
(phosphorus) analytical method for each
of the parent and metabolite
significantly exaggerates actual
exposures. Radiolabeled tomato
metabolism studies were done at a 1.3X
rate and using an analytical method GC/
FPD (phosphorus) with a much lower
LOD of 0.001 ppm (an order of
magnitude lower). No residues were
found in the edible fruit following the
radiolabel studies. This means that
residues, if present, would be present at
<0.001 ppm at this application rate.
Thus, the use of # LOD of the GC/FPD
(phosphorus) analytical method for both
parent and metabolite is a conservative
estimate of exposure (compounded by a
100% CT assumption): Radiolabel
metabolism studies suggest that residues

are at least five times lower than the %
LOD of the GC/FPD (phosphorus)
analytical method assumed in the
assessment, and even more if one were
to take into account the 1.3X application
rate.

ii. Chronic exposure. In conducting
this chronic dietary risk assessment, the
DEEM™ analysis evaluated the
individual food consumption as
reported by respondents in the USDA
1994-1996 and 1998 nationwide CSFII
and accumulated exposure to the
chemical for each commodity. The
following assumptions were made for
the chronic exposure assessments: The
chronic dietary risk assessment was
based on field trial residues in tomatoes,
100% CT, and average daily
consumption estimates for each food/
food form.

iii. Cancer. In accordance with the
EPA Draft Guidelines for Carcinogen
Risk Assessment (July 1999), the Agency
has classified fosthiazate as “not likely
to be carcinogenic to humans.” This
classification is based on the lack of
evidence for carcinogenicity in studies
with mice and rats; therefore, a
quantitative cancer dietary assessment
has not been conducted.
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2. Dietary exposure from drinking
water. The Agency lacks sufficient
monitoring exposure data to complete a
comprehensive dietary exposure
analysis and risk assessment for
fosthiazate in drinking water. Because
the Agency does not have
comprehensive monitoring data,
drinking water concentration estimates
are made by reliance on simulation or
modeling taking into account data on
the physical characteristics of
fosthiazate.

The Agency uses the First Index
Reservoir Screening Tool (FIRST) or the
Pesticide Root Zone/Exposure Analysis
Modeling System (PRZM/EXAMS), to
produce estimates of pesticide
concentrations in an index reservoir.
The Screening Concentrations in
Groundwater (SCI-GROW) model is
used to predict pesticide concentrations
in shallow ground water. For a
screening-level assessment for surface
water EPA will use FIRST (a Tier 1
model) before using PRZM/EXAMS (a
Tier 2 model). The FIRST model is a
subset of the PRZM/EXAMS model that
uses a specific high-end runoff scenario
for pesticides. While both FIRST and
PRZM/EXAMS incorporate an index
reservoir environment, the PRZM/
EXAMS model includes a percent crop
area factor as an adjustment to account
for the maximum percent crop coverage
within a watershed or drainage basin.

None of these models include
consideration of the impact processing
(mixing, dilution, or treatment) of raw
water for distribution as drinking water
would likely have on the removal of
pesticides from the source water. The
primary use of these models by the
Agency at this stage is to provide a
coarse screen for sorting out pesticides
for which it is highly unlikely that
drinking water concentrations would
ever exceed human health levels of
concern.

Since the models used are considered
to be screening tools in the risk
assessment process, the Agency does
not use estimated environmental
concentrations (EECs) from these
models to quantify drinking water
exposure and risk as a %RfD or %PAD.
Instead drinking water levels of
comparison (DWLOCs) are calculated
and used as a point of comparison
against the model estimates of a
pesticide’s concentration in water.
DWLOCs are theoretical upper limits on
a pesticide’s concentration in drinking
water in light of total aggregate exposure
to a pesticide in food, and from
residential uses. Since DWLOCs address
total aggregate exposure to fosthiazate,
they are further discussed in the
aggregate risk sections in Unit E.

Based on the PRZM/EXAMS and SCI-
GROW models, the EECs of fosthiazate
for acute exposures are estimated to be
2.1 parts per billion (ppb) for surface
water and 2.4 ppb for ground water. The
EECs for chronic exposures are
estimated to be 0.6 ppb for surface water
and 2.4 ppb for ground water. These
estimates are based on the assumption
that application will be made by drip
irrigation in bands with plastic mulch.
Runoff as a result of this use may be
unlikely from the day of application
until the day of harvest (approximately
90 days) when the field is covered by
the plastic mulch, unless an extremely
heavy amount of rain falls immediately
after application and causes runoff from
under the mulch into the uncovered
area. For this reason, application is
prohibited when heavy rainfall is
predicted. Runoff after the removal of
the plastic cover may be possible,
however the amount of fosthiazate
remaining in soil and available for
runoff would be much less than the
amount applied, due to chemical
degradation and dissipation in soil and
to chemical uptake into plants.
Assuming that half of the amount
applied is absorbed by plants and the
remaining half dissipates in soil at a rate
of 45 days (based on laboratory and field
studies), it is expected that only about
one eighth of what was originally
applied would be available for runoff
after the cover is removed (90 days
postapplication). Maximum application
rate is 1.5 lbs a.i. per acre with only one
application per season. Therefore, the
Agency predicts that the peak estimated
drinking water concentrations (EDWC)
would be roughly 2.1 ug/L and the
chronic EDWC would be 0.6 pg/L for the
maximum application rate. These
concentrations were modeled under the
most conservative scenarios and likely
exceed the actual level of contamination
in the environment. In actual practice,
the same plastic mulch is left in the
field for rotated crops, thus making the
EEC calculations based on the mulch
being removed after 90 days even more
conservative.

SCI-GROW assumes the pesticide is
applied above ground without cover and
the subsequent and heavy amount of
water (140% of yearly average amount
of rainfall) leaches some of the pesticide
down to ground water. The plastic
mulch cover would minimize
volatilization and runoff, therefore
increasing the amount of the chemical
available for leaching. However, with
the drip irrigation method, a small
amount of water is slowly dripped into
soils precisely where it is needed, thus
lessening the amount of water flowing

down through the soil past the root zone
where it cannot be used by the crop.
This should greatly reduce the potential
for the chemical to reach ground water
systems. For this reason, the Agency
does not expect ground water
contamination from the drip irrigation
method under plastic mulch to exceed
the levels calculated by the SCI-GROW
model. Terrestrial field dissipation
studies indicate no leaching of
fosthiazate residues below the top (0-15
cm) soil layer.

3. From non-dietary exposure. The
term “residential exposure” is used in
this document to refer to non-
occupational, non-dietary exposure
(e.g., for lawn and garden pest control,
indoor pest control, termiticides, and
flea and tick control on pets).

Fosthiazate is not registered for use on
any sites that would result in residential
exposure.

4. Cumulative exposure to substances
with a common mechanism of toxicity.
Section 408(b)(2)(D)(v) of the FFDCA
requires that, when considering whether
to establish, modify, or revoke a
tolerance, the Agency consider
“available information” concerning the
cumulative effects of a particular
pesticide’s residues and “other
substances that have a common
mechanism of toxicity.”

Fosthiazate is an OP pesticide, and
has a common mechanism of toxicity
with other OPs. The Agency has
completed a Revised Cumulative Risk
Assessment (CRA) for OPs, which can
be found on the Agency’s web site
www.epa.gov/pesticides/cumulative.
This assessment examined the
cumulative effects of exposure to the OP
pesticides considering monitoring
values for OPs in food and water, and
potential residential exposures. The
relative potency factor (RPF) for
fosthiazate was determined using the
estimated benchmark dose (BMD)10 for
female brain ChE data from feeding
toxicity studies in the rat. The BMD10
is the estimated dose at which ChE is
inhibited 10% compared to background
inhibition. Although fosthiazate was
considered in the cumulative hazard
and dose-response assessment, it was
not included in the OP cumulative
exposure assessment since this OP
pesticide (i) is not monitored by the
USDA'’s Pesticide Data Program (PDP) or
other monitoring data sets used in the
cumulative OP assessment and is not
expected to be present in food as a
result of its use on tomatoes at levels
that would be detectable by monitoring;
(ii) is not expected to be present in
surface water or ground water to a
degree that would have any impact on
the data on drinking water residues of
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OPs used in the cumulative risk
assessment; and (iii) has no residential
uses. Residue data are available for
fosthiazate from crop field trials
conducted with tomatoes in which
maximum (label) application rates and
minimum (label) preharvest intervals
were used. No residues were detected in
these field trials (<0.01 ppm). Thus, EPA
concludes that there is reasonable
expectation that fosthiazate residues
would not be detected in monitoring
data from use on tomato. Further,
fosthiazate would not contribute to the
total estimated cumulative dietary risk
in the OP cumulative risk assessment
since non-detectable residues in
monitoring data were considered to
have a residue value of “zero.” None of
the OPs in the CRA made a significant
contribution to overall exposure via the
drinking water pathway, and fosthiazate
does not look as though it makes a
significant exposure by the water
pathway from the use on tomato
because of the low application rate, only
one application per season, application
method of drip irrigation under plastic
mulch, and no leaching of the
compound below the top soil layer.
Accordingly, after considering the
cumulative effects of the OPs, EPA
concludes that the overall cumulative
risk has a limited bearing on this
tolerance action because fosthiazate
exposure will have no impact on the
estimate of cumulative risk for OPs.

D. Safety Factor for Infants and
Children

1.In general. Section 408 of the
FFDCA provides that EPA shall apply
an additional tenfold margin of safety
for infants and children in the case of
threshold effects to account for prenatal
and postnatal toxicity and the
completeness of the data base on
toxicity and exposure unless EPA
determines that a different margin of
safety will be safe for infants and
children. Margins of safety are
incorporated into EPA risk assessments
either directly through use of a MOE
analysis or through using uncertainty
(safety) factors in calculating a dose
level that poses no appreciable risk to
humans.

2. Prenatal and postnatal sensitivity.
In a 2—generation reproduction study,
there is qualitative and quantitative
evidence of increased susceptibility in
offspring following prenatal and
postnatal exposure to fosthiazate since
the effects on pups are considered to be
severe and occurred at a lower dose
than those on parental animals.

Since there is evidence of increased
susceptibility of the young following
prenatal and postnatal exposure to

fosthiazate in the rat reproduction
study, the Agency performed a Degree of
Concern Analysis to: (i) Determine the
level of concern for the effects observed
when considered in the context of all
available toxicity data; and (ii) identify
any residual uncertainties after
establishing toxicity endpoints and
traditional uncertainty factors to be used
in the risk assessment of this chemical.

In determining the degree of concern
for these findings in the reproduction
study, the Agency considered the
overall quality of the study; the dose
levels at which the pup effects were
observed; the dose response of the pup
effects; and the comparative severity of
the effects seen. It was determined that
there is a low degree of concern and no
residual uncertainties for the
susceptibility since: (i) The study was
well conducted; (ii) the dose-response
in the offspring is well characterized;
(iii) clear NOAEL and LOAEL were
established for the effects on the
offspring; (iv) although the decrease in
pup survival seen at the LOAEL is
severe, this could be attributed to
exposure to higher levels of the
chemical since the mortalities occurred
during early lactation; and (v) although
cholinesterase activity was not
measured in this study, cholinergic
signs and cholinesterase inhibition were
seen at comparable doses in other
studies and thus could have been a
cause for the pup mortality.

3. Conclusion. The toxicological data
base for fosthiazate is not complete and
therefore, EPA has retained the FQPA
safety factor, in the form of a UFdb, at
the level of 10X for acute risk and 3X
for chronic risk. A 28—day inhalation
study in rats is required, in order to
better characterize exposure via the
inhalation route. A DNT study in rats
with comparative ChE measurements in
adults and pups is also required, and is
currently being conducted by the
registrant. The available data base
confirms that fosthiazate is a ChE
inhibitor and the increased sensitivity
for this effect cannot be confirmed until
the results of a DNT study are known.

A FQPA safety factor, in the form of
a Ufdb, was retained because the
available data suggest that results of a
DNT study could potentially impact the
doses selected for risk assessment. ChEI
has been shown to be the most sensitive
endpoint for fosthiazate in adults; it can
also be assumed that ChEI may
potentially be the most sensitive
endpoint for pups. The regulatory dose
level for acute dietary risk assessment is
the NOAEL of 0.4 mg/kg/day selected
from the acute neurotoxicity study in
adult rats. The regulatory dose level for
chronic dietary risk assessment is the

NOAEL of 0.05 mg/kg/day from the 2—
year chronic/carcinogenicity toxicity
study in rats. The dose levels in the
reproductive toxicity study are
estimated to be 0, 0.21, 0.69, 2.09, and
7.21 mg/kg/day. The offspring NOAEL
and LOAEL are 0.69 mg/kg/day and 2.09
mg/kg/day, respectively, based on
decreased pup weight, viability index,
and litter size in the F; pups.

It can be assumed that doses used in
a DNT study may be similar to those
used in the reproductive toxicity study.
Although it is not likely given the
effects seen to date in the fosthiazate
data base, the results from the DNT may
show severe effects at the lowest dose
tested (estimated at 0.21 mg/kg/day). In
such circumstances, EPA may impose
up to a 10X safety factor to project a
NOAEL for the DNT which would mean
a projected NOAEL of 0.02 mg/kg/day.
Thus, the DNT may result in an acute
ChE NOAEL for pups that is greater than
10X lower than the established offspring
NOAEL of 0.69 mg/kg/day and the
NOAEL of 0.4 mg/kg/day currently used
for establishing the acute RfD. Given
that the DNT could impact the level
chosen for estimating the acute RfD by
10X or greater, EPA concludes that
reliable data do not support removing
the 10X children’s safety factor and thus
have retained that factor in the form of
a 10X UFdb for acute dietary risk
assessment.

As to the chronic RfD, the projected
multi-dosing ChE NOAEL for pups from
the DNT may be lower than the
established chronic ChE NOAEL of 0.05
mg/kg/day from the 2—year chronic/
carcinogenicity study and could be as
low as 0.02 mg/kg/day (i.e., 10X lower
than the lowest dose in the reproductive
toxicity study). Although the DNT may
possibly impact the level chosen for
estimating the chronic RfD, there is
reliable data supporting use of a 3X
additional factor for chronic dietary risk
assessment, because, the 0.05 mg/kg/day
NOAEL currently used for risk
assessment is approximately 3X higher
than the potential lower NOAEL (0.02
mg/kg/day) that could be attained in the
DNT. Therefore, EPA has chosen a 3X
safety factor for the protection of infants
and children, in the form of a 3X UFdb
for chronic dietary risk assessment.

In absence of the 28—day inhalation
study, the Agency is assuming 100%
absorption for the route to route
extrapolation. As the Acute Toxicity
Category for the oral route is II and the
Acute Toxicity Category for the
inhalation route is I, it is unlikely that
an inhalation NOAEL would be lower
than the oral NOAEL being used
currently. However, in order to better
characterize exposure via the inhalation
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route specifically, this study would
provide information on portal of entry
effects specific to the nasal passages and
pulmonary tract.

The dietary food exposure assessment
is conservative, using field trial level
residues and assuming 100% CT.
Dietary drinking water exposure is
based on conservative modeling
estimates and there are no residential
uses. These assessments will not
underestimate the exposure and risks
posed by fosthiazate.

E. Aggregate Risks and Determination of
Safety

To estimate total aggregate exposure
to a pesticide from food, drinking water,
and residential uses, the Agency
calculates DWLOCs which are used as a
point of comparison against the model
estimates of a pesticide’s concentration
in water (EECs). DWLOC values are not
regulatory standards for drinking water.
DWLOGCs are theoretical upper limits on
a pesticide’s concentration in drinking
water in light of total aggregate exposure
to a pesticide in food and residential
uses. In calculating a DWLOC, the
Agency determines how much of the
acceptable exposure (i.e., the PAD) is

available for exposure through drinking
water (e.g., allowable chronic water
exposure (mg/kg/day) = cPAD - (average
food + residential exposure)). This
allowable exposure through drinking
water is used to calculate a DWLOC.

A DWLOC will vary depending on the
toxic endpoint, drinking water
consumption, and body weights. Default
body weights and consumption values
as used by the USEPA Office of Water
are used to calculate DWLOCs: 2 liter
(L)/70 kg (adult male), 2L/60 kg (adult
female), and 1L/10 kg (child). Default
body weights and drinking water
consumption values vary on an
individual basis. This variation will be
taken into account in more refined
screening-level and quantitative
drinking water exposure assessments.
Different populations will have different
DWLOGCs. Generally, a DWLOC is
calculated for each type of risk
assessment used: Acute, short-term,
intermediate-term, chronic, and cancer.

When EEGCs for surface water and
ground water are less than the
calculated DWLOCs, EPA concludes
with reasonable certainty that exposures
to the pesticide in drinking water (when
considered along with other sources of

exposure for which EPA has reliable
data) would not result in unacceptable
levels of aggregate human health risk at
this time. Because EPA considers the
aggregate risk resulting from multiple
exposure pathways associated with a
pesticide’s uses, levels of comparison in
drinking water may vary as those uses
change. If new uses are added in the
future, EPA will reassess the potential
impacts of residues of the pesticide in
drinking water as a part of the aggregate
risk assessment process.

1. Acute risk. Using the exposure
assumptions discussed in this unit for
acute exposure, the acute dietary
exposure from food to fosthiazate will
occupy 12% of the aPAD for the U.S.
population, 10% of the aPAD for
females 13—49 years of age, 11% of the
aPAD for all infants <1 year of age and
29% of the aPAD for children 1-2 years
of age. In addition, there is potential for
acute dietary exposure to fosthiazate in
drinking water. After calculating
DWLOGs and comparing them to the
EECs for surface water and ground
water, EPA does not expect the
aggregate exposure to exceed 100% of
the aPAD, as shown in Table 3 of this
unit:

TABLE 3.—AGGREGATE RISK ASSESSMENT FOR ACUTE EXPOSURE TO FOSTHIAZATE

Population Subgroup aPAkDg)(mg/ OA(’F%F;Q‘;D ngen;alggc Wgtrgrugcéc D'e/\(lzll_JgC
(ppb) (ppb) (ppb)
U.S. population 0.0004 12 2.1 24 12
Infants (<1 year) 0.0004 11 2.1 2.4 4
Children (1-2 years) 0.0004 29 21 24 3
Females (13—49 years) 0.0004 10 2.1 2.4 11

2. Chronic risk. Using the exposure
assumptions described in this unit for
chronic exposure, EPA has concluded
that exposure to fosthiazate from food
will utilize 7% of the cPAD for the U.S.
population; 4% of the cPAD for all
infants <1 year; 15% of the cPAD for
children 1-2 years; and 6% of the cPAD
for females 13—49 years. There are no
residential uses for fosthiazate that
result in chronic residential exposure to
fosthiazate. In addition, there is
potential for chronic dietary exposure to
fosthiazate in drinking water. After
calculating DWLOCs and comparing
them to the EECs for surface water and
ground water, it is noted that the
DWLOC:s are slightly exceeded by the
estimated ground water EECs for two
population subgroups. However, these
concentrations were modeled under the

most conservative scenarios and likely
exceed the actual level of contamination
in the environment. SCI-GROW, used to
model ground water exposures, is a Tier
1 unrefined assessment and therefore,
highly conservative. Importantly,
pesticide-specific aspects to this use of
fosthiazate are likely to significantly
exaggerate the conservativeness of the
SCI-GROW estimates. SCI-GROW
assumes the pesticide is applied above
ground without cover and a subsequent
and heavy amount of water (140% of
yearly average amount of rainfall)
leaches some of the pesticide down to
ground water. However, with the
proposed registration using the drip
irrigation method, a small amount of
water is slowly dripped into soils
precisely where it is needed, thus
lessening the amount of water

containing pesticide residues flowing
down through the soil past the root zone
where it cannot be used by the crop.
This is expected to reduce the potential
for the chemical to reach into ground
water systems, and the actual ground
water EECs would be less than what
SCI-GROW predicted. Further,
fosthiazate is required to be applied in
fields using plastic mulch which
significantly decreases the effect of
rainfall on pesticide leaching. Finally,
terrestrial field dissipation studies
submitted to the Agency indicate no
leaching of fosthiazate residues below
the top (0-15 cm) soil layer. Therefore,
EPA does not expect the aggregate
exposure to exceed 100% of the cPAD,
as shown in Table 4 of this unit:
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TABLE 4.—AGGREGATE RISK ASSESSMENT FOR CHRONIC (NON-CANCER) EXPOSURE TO FOSTHIAZATE
o Surface Ground Chronic
Population Subgroup CPA%a(”;g/ kg/ /E’F%';g;:’ Water EEC | Water EEC DWLOC
y (ppb) (ppb) (ppb)
U.S. population 0.00017 7 0.6 2.4 6
Infants (< 1 year) 0.00017 4 0.6 24 2
Children (1-2 years) 0.00017 15 0.6 24 2
Females (13—49 years) 0.00017 6 0.6 2.4 5

3. Short-term risk. Short-term
aggregate exposure takes into account
residential exposure plus chronic
exposure to food and water (considered
to be a background exposure level).

Fosthiazate is not registered for use on
any sites that would result in residential
exposure. Therefore, the aggregate risk
is the sum of the risk from food and
water, which do not exceed the
Agency’s level of concern.

4. Intermediate-term risk.
Intermediate-term aggregate exposure
takes into account residential exposure
plus chronic exposure to food and water
(considered to be a background
exposure level).

Fosthiazate is not registered for use on
any sites that would result in residential
exposure. Therefore, the aggregate risk
is the sum of the risk from food and
water, which do not exceed the
Agency'’s level of concern.

5. Aggregate cancer risk for U.S.
population. Fosthiazate has been
classified into the category “Not likely to
be carcinogenic to humans.” This
classification is based on the lack of
evidence for carcinogenicity in mice
and rats. Therefore, fosthiazate is not
expected to pose a cancer risk.

6. Determination of safety. Based on
these risk assessments, EPA concludes
that there is a reasonable certainty that
no harm will result to the general
population, and to infants and children
from aggregate exposure to fosthiazate
residues.

IV. Other Considerations
A. Analytical Enforcement Methodology

Adequate enforcement methodology
is available to enforce the tolerance
expression. The method may be
requested from: Chief, Analytical
Chemistry Branch, Environmental
Science Center, 701 Mapes Rd., Ft.
Meade, MD 20755-5350; telephone
number: (410) 305—2905; e-mail address:
residuemethods@epa.gov.

B. International Residue Limits

There are currently no established
Codex, Canadian, or Mexican maximum

residue limits (MRLs) for residues of
fosthiazate in/on plant or livestock
commodities.

V. Conclusion

Therefore, the tolerance is established
for combined residues of fosthiazate, (O-
ethyl S-(1-methylpropyl)(2-oxo-3-
thiazolidinyl)phosphonothioate) and its
metabolite ASC-67131 ((RS)-S-sec-Butyl
O-ethyl N-[2-(methylsulfonyl)ethyl]
phosphoramidothioate), in or on tomato
at 0.02 ppm.

VI. Objections and Hearing Requests

Under section 408(g) of the FFDCA, as
amended by the FQPA, any person may
file an objection to any aspect of this
regulation and may also request a
hearing on those objections. The EPA
procedural regulations which govern the
submission of objections and requests
for hearings appear in 40 CFR part 178.
Although the procedures in those
regulations require some modification to
reflect the amendments made to the
FFDCA by the FQPA, EPA will continue
to use those procedures, with
appropriate adjustments, until the
necessary modifications can be made.
The new section 408(g) of the FFDCA
provides essentially the same process
for persons to “object” to a regulation for
an exemption from the requirement of a
tolerance issued by EPA under new
section 408(d) of FFDCA, as was
provided in the old sections 408 and
409 of the FFDCA. However, the period
for filing objections is now 60 days,
rather than 30 days.

A. What Do I Need to Do to File an
Objection or Request a Hearing?

You must file your objection or
request a hearing on this regulation in
accordance with the instructions
provided in this unit and in 40 CFR part
178. To ensure proper receipt by EPA,
you must identify docket ID number
OPP-2003-0296 in the subject line on
the first page of your submission. All
requests must be in writing, and must be
mailed or delivered to the Hearing Clerk
on or before June 7, 2004.

1. Filing the request. Your objection
must specify the specific provisions in
the regulation that you object to, and the
grounds for the objections (40 CFR
178.25). If a hearing is requested, the
objections must include a statement of
the factual issues(s) on which a hearing
is requested, the requestor’s contentions
on such issues, and a summary of any
evidence relied upon by the objector (40
CFR 178.27). Information submitted in
connection with an objection or hearing
request may be claimed confidential by
marking any part or all of that
information as CBI. Information so
marked will not be disclosed except in
accordance with procedures set forth in
40 CFR part 2. A copy of the
information that does not contain CBI
must be submitted for inclusion in the
public record. Information not marked
confidential may be disclosed publicly
by EPA without prior notice.

Mail your written request to: Office of
the Hearing Clerk (1900C),
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460-0001. You may also deliver
your request to the Office of the Hearing
Clerk in Rm. 104, Crystal Mall #2, 1921
Jefferson Davis Hwy., Arlington, VA.
The Office of the Hearing Clerk is open
from 8 a.m. to 4 p.m., Monday through
Friday, excluding legal holidays. The
telephone number for the Office of the
Hearing Clerk is (703) 603-0061.

2. Tolerance fee payment. If you file
an objection or request a hearing, you
must also pay the fee prescribed by 40
CFR 180.33(i) or request a waiver of that
fee pursuant to 40 CFR 180.33(m). You
must mail the fee to: EPA Headquarters
Accounting Operations Branch, Office
of Pesticide Programs, P.O. Box
360277M, Pittsburgh, PA 15251. Please
identify the fee submission by labeling
it “Tolerance Petition Fees.”

EPA is authorized to waive any fee
requirement “when in the judgement of
the Administrator such a waiver or
refund is equitable and not contrary to
the purpose of this subsection.” For
additional information regarding the
waiver of these fees, you may contact
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James Tompkins by phone at (703) 305—
5697, by e-mail at
tompkins.jim@epa.gov, or by mailing a
request for information to Mr. Tompkins
at Registration Division (7505C), Office
of Pesticide Programs, Environmental
Protection Agency, 1200 Pennsylvania
Ave., NW., Washington, DC 20460—
0001.

If you would like to request a waiver
of the tolerance objection fees, you must
mail your request for such a waiver to:
James Hollins, Information Resources
and Services Division (7502C), Office of
Pesticide Programs, Environmental
Protection Agency, 1200 Pennsylvania
Ave., NW., Washington, DC 20460—
0001.

3. Copies for the Docket. In addition
to filing an objection or hearing request
with the Hearing Clerk as described in
Unit VLA., you should also send a copy
of your request to the PIRIB for its
inclusion in the official record that is
described in Unit I.B.1. Mail your
copies, identified by docket ID number
OPP-2003-0296, to: Public Information
and Records Integrity Branch,
Information Resources and Services
Division (7502C), Office of Pesticide
Programs, Environmental Protection
Agency, 1200 Pennsylvania Ave., NW.,
Washington, DC 20460-0001. In person
or by courier, bring a copy to the
location of the PIRIB described in Unit
I.B.1. You may also send an electronic
copy of your request via e-mail to: opp-
docket@epa.gov. Please use an ASCII
file format and avoid the use of special
characters and any form of encryption.
Copies of electronic objections and
hearing requests will also be accepted
on disks in WordPerfect 6.1/8.0 or
ASCII file format. Do not include any
CBI in your electronic copy. You may
also submit an electronic copy of your
request at many Federal Depository
Libraries.

B. When Will the Agency Grant a
Request for a Hearing?

A request for a hearing will be granted
if the Administrator determines that the
material submitted shows the following:
There is a genuine and substantial issue
of fact; there is a reasonable possibility
that available evidence identified by the
requestor would, if established resolve
one or more of such issues in favor of
the requestor, taking into account
uncontested claims or facts to the
contrary; and resolution of the factual
issues(s) in the manner sought by the
requestor would be adequate to justify
the action requested (40 CFR 178.32).

VII. Statutory and Executive Order
Reviews

This final rule establishes a tolerance
under section 408(d) of the FFDCA in
response to a petition submitted to the
Agency. The Office of Management and
Budget (OMB) has exempted these types
of actions from review under Executive
Order 12866, entitled Regulatory
Planning and Review (58 FR 51735,
October 4, 1993). Because this rule has
been exempted from review under
Executive Order 12866 due to its lack of
significance, this rule is not subject to
Executive Order 13211, Actions
Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use (66 FR 28355, May
22, 2001). This final rule does not
contain any information collections
subject to OMB approval under the
Paperwork Reduction Act (PRA), 44
U.S.C. 3501 et seq., or impose any
enforceable duty or contain any
unfunded mandate as described under
Title II of the Unfunded Mandates
Reform Act of 1995 (UMRA) (Public
Law 104—4). Nor does it require any
special considerations under Executive
Order 12898, entitled Federal Actions to
Address Environmental Justice in
Minority Populations and Low-Income
Populations (59 FR 7629, February 16,
1994); or OMB review or any Agency
action under Executive Order 13045,
entitled Protection of Children from
Environmental Health Risks and Safety
Risks (62 FR 19885, April 23, 1997).
This action does not involve any
technical standards that would require
Agency consideration of voluntary
consensus standards pursuant to section
12(d) of the National Technology
Transfer and Advancement Act of 1995
(NTTAA), Public Law 104-113, section
12(d) (15 U.S.C. 272 note). Since
tolerances and exemptions that are
established on the basis of a petition
under section 408(d) of the FFDCA,
such as the tolerance in this final rule,
do not require the issuance of a
proposed rule, the requirements of the
Regulatory Flexibility Act (RFA) (5
U.S.C. 601 et seq.) do not apply. In
addition, the Agency has determined
that this action will not have a
substantial direct effect on States, on the
relationship between the national
government and the States, or on the
distribution of power and
responsibilities among the various
levels of government, as specified in
Executive Order 13132, entitled
Federalism (64 FR 43255, August 10,
1999). Executive Order 13132 requires
EPA to develop an accountable process
to ensure “meaningful and timely input
by State and local officials in the

development of regulatory policies that
have federalism implications.” “Policies
that have federalism implications” is
defined in the Executive Order to
include regulations that have
“substantial direct effects on the States,
on the relationship between the national
government and the States, or on the
distribution of power and
responsibilities among the various
levels of government.” This final rule
directly regulates growers, food
processors, food handlers and food
retailers, not States. This action does not
alter the relationships or distribution of
power and responsibilities established
by Congress in the preemption
provisions of section 408(n)(4) of the
FFDCA. For these same reasons, the
Agency has determined that this rule
does not have any “tribal implications”
as described in Executive Order 13175,
entitled Consultation and Coordination
with Indian Tribal Governments (65 FR
67249, November 6, 2000). Executive
Order 13175, requires EPA to develop
an accountable process to ensure
“meaningful and timely input by tribal
officials in the development of
regulatory policies that have tribal
implications.” “Policies that have tribal
implications” is defined in the
Executive Order to include regulations
that have “substantial direct effects on
one or more Indian tribes, on the
relationship between the Federal
Government and the Indian tribes, or on
the distribution of power and
responsibilities between the Federal
Government and Indian tribes.” This
rule will not have substantial direct
effects on tribal governments, on the
relationship between the Federal
Government and Indian tribes, or on the
distribution of power and
responsibilities between the Federal
Government and Indian tribes, as
specified in Executive Order 13175.
Thus, Executive Order 13175 does not
apply to this rule.

VIII. Congressional Review Act

The Congressional Review Act, 5
U.S.C. 801 et seq., as added by the Small
Business Regulatory Enforcement
Fairness Act of 1996, generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report, which includes a
copy of the rule, to each House of the
Congress and to the Comptroller General
of the United States. EPA will submit a
report containing this rule and other
required information to the U.S. Senate,
the U.S. House of Representatives, and
the Comptroller General of the United
States prior to publication of this final
rule in the Federal Register. This final
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rule is not a “major rule” as defined by
5 U.S.C. 804(2).

List of Subjects in 40 CFR Part 180

Environmental protection,
Administrative practice and procedure,
Agricultural commodities, Pesticides
and pests, Reporting and recordkeeping
requirements.

Dated: March 26, 2004.
James Jones,
Director, Office of Pesticide Programs.

m Therefore, 40 CFR chapter I is
amended as follows:

PART 180—[AMENDED]

m 1. The authority citation for part 180
continues to read as follows:

Authority: 21 U.S.C. 321(q), 346(a) and
371.
m 2. Section 180.596 is added to subpart
C to read as follows:

§180.596 Fosthiazate; tolerances for
residues.

(a) General. Tolerances are
established for the combined residues of
Fosthiazate (O-ethyl S-(1-
methylpropyl)(2-oxo-3-
thiazolidinyl)phosphonothioate and its
metabolite O-ethyl S-(1-
methylpropyl)[2-(methylsulfonyl)ethyl]
phosphoramidothioate) (ASC-67131).

Commodity anritlﬁ opner
Tomato ...cccvvvveeeeeeeeieeeee e 0.02

(b) Section 18 emergency exemptions.
[Reserved]

(c) Tolerances with regional
registrations. [Reserved]

(d) Indirect or inadvertent residues.
[Reserved]

[FR Doc. 04-7864 Filed 4-6—04; 8:45 am]
BILLING CODE 6560-50-S

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180

[OPP-2004-0036; FRL-7352-8]
Hygromycin B phosphotransferase;

Exemption from the Requirement of a
Tolerance

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Final rule.

SUMMARY: This regulation establishes an
exemption from the requirement of a
tolerance for residues of the hygromycin
B phosphotransferase (APH4) marker
protein on cotton when applied/used as

an inert ingredient in plant-incorporated
protectants. Syngenta Seeds submitted a
petition to EPA under the Federal Food,
Drug, and Cosmetic Act (FFDCA), as
amended by the Food Quality Protection
Act of 1996 (FQPA), requesting an
exemption from the requirement of a
tolerance. This regulation eliminates the
need to establish a maximum
permissible level for residues of
hygromycin B phosphotransferase
(APH4) marker protein when used as a
plant-incorporated protectant
formulation inert ingredient.

DATES: This regulation is effective April
7, 2004. Objections and requests for
hearings, identified by docket ID
number OPP-2004—0036, must be
received on or before June 7, 2004.

ADDRESSES: Written objections and
hearing requests may be submitted
electronically, by mail, or through hand
delivery/courier. Follow the detailed
instructions as provided in Unit VIIIL. of
the SUPPLEMENTARY INFORMATION.

FOR FURTHER INFORMATION CONTACT:
Leonard Cole, Biopesticides and
Pollution Prevention Division (7511C),
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460-0001; telephone number:
(703) 305—5412; e-mail address:
cole.leonard@epa.gov.

SUPPLEMENTARY INFORMATION:
I. General Information

A. Does this Action Apply to Me?

You may be affected by this action if
you are an agricultural producer, food
manufacturer, or pesticide
manufacturer. Potentially affected
entities may include, but are not limited
to:

e Crop production (NAICS 111)

¢ Animal production (NAICS 112)

¢ Food manufacturing (NAICS 311)

¢ Pesticide manufacturing (NAICS
32532)

This listing is not intended to be
exhaustive, but rather provides a guide
for readers regarding entities likely to be
affected by this action. Other types of
entities not listed in this unit could also
be affected. The North American
Industrial Classification System
(NAICS) codes have been provided to
assist you and others in determining
whether this action might apply to
certain entities. To determine whether
you or your business may be affected by
this action, you should carefully
examine the applicability provisions. If
you have any questions regarding the
applicability of this action to a
particular entity, consult the person
listed under FOR FURTHER INFORMATION
CONTACT.

B. How Can I Get Copies of this
Document and Other Related
Information?

1. Docket. EPA has established an
official public docket for this action
under docket identification (ID) number
OPP-2004-0036. The official public
docket consists of the documents
specifically referenced in this action,
any public comments received, and
other information related to this action.
Although a part of the official docket,
the public docket does not include
Confidential Business Information (CBI)
or other information whose disclosure is
restricted by statute. The official public
docket is the collection of materials that
is available for public viewing at the
Public Information and Records
Integrity Branch (PIRIB), Rm. 119,
Crystal Mall #2, 1921 Jefferson Davis
Hwy., Arlington, VA. This docket
facility is open from 8:30 a.m. to 4 p.m.,
Monday through Friday, excluding legal
holidays. The docket telephone number
is (703) 305-5805.

2. Electronic access. You may access
this Federal Register document
electronically through the EPA Internet
under the “Federal Register” listings at
http://www.epa.gov/fedrgstr/. A
frequently updated electronic version of
40 CFR part 180 is available at E-CFR
Beta Site Two at http://
www.gpoaccess.gov/ecfr/.

An electronic version of the public
docket is available through EPA’s
electronic public docket and comment
system, EPA Dockets. You may use EPA
Dockets at http://www.epa.gov/edocket/
to submit or view public comments,
access the index listing of the contents
of the official public docket, and to
access those documents in the public
docket that are available electronically.
Once in the system, select “search,”
then key in the appropriate docket ID
number.

II. Background and Statutory Findings

In the Federal Register of December
10, 2003 (FR 68 2371) (FRL-7332-7),
EPA issued a notice pursuant to section
408(d)(3) of the Federal Food, Drug,
Cosmetic Act (FFDCA), 21 U.S.C.
346a(d)(3), announcing the filing of a
pesticide tolerance petition (3F6761) by
Syngenta Seeds, 3054 Cornwallis Road,
Research Triangle Park, North Carolina
27709-2257. This notice included a
summary of the petition prepared by the
petitioner Syngenta Seeds. Comments
were received from grower groups and
the National Cotton Council supporting
this petition.

The petition requested that 40 CFR
part 180 be amended by establishing a
temporary exemption from the
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requirement of a tolerance for residues
of hygromycin B phosphotransferase
(APH4) marker protein when used as a
plant-incorporated protectant
formulation inert ingredient.

Section 408(c)(2)(A)(@) of the FFDCA
allows EPA to establish an exemption
from the requirement for a tolerance (the
legal limit for a pesticide chemical
residue in or on a food) only if EPA
determines that the exemption is “safe.”
Section 408(c)(2)(A)(ii) of the FFDCA
defines “safe” to mean that “there is a
reasonable certainty that no harm will
result from aggregate exposure to the
pesticide chemical residue, including
all anticipated dietary exposures and all
other exposures for which there is
reliable information.” This includes
exposure through drinking water and in
residential settings, but does not include
occupational exposure. Pursuant to
section 408(c)(2)(B), in establishing or
maintaining in effect an exemption from
the requirement of a tolerance, EPA
must take into account the factors set
forth in section 408(b)(2)(C), which
require EPA to give special
consideration to exposure of infants and
children to the pesticide chemical
residue in establishing a tolerance and
to “ensure that there is a reasonable
certainty that no harm will result to
infants and children from aggregate
exposure to the pesticide chemical
residue. . . . ” Additionally, section
408(b)(2)(D) of the FFDCA requires that
the Agency consider “available
information concerning the cumulative
effects of a particular pesticide’s
residues” and “other substances that
have a common mechanism of toxicity.”

EPA performs a number of analyses to
determine the risks from aggregate
exposure to pesticide residues. First,
EPA determines the toxicity of
pesticides. Second, EPA examines
exposure to the pesticide through food,
drinking water, and through other
exposures that occur as a result of
pesticide use in residential settings.

III. Toxicological Profile

Consistent with section 408(b)(2)(D)
of the FFDCA, EPA has reviewed the
available scientific data and other
relevant information in support of this
action and considered its validity,
completeness, and reliability and the
relationship of this information to
human risk. EPA has also considered
available information concerning the
variability of the sensitivities of major
identifiable subgroups of consumers,
including infants and children.

Based upon the quanity of APH4
protein used as test material in the oral
toxicity study, and due to the extremely
low expression levels noted in cotton

tissues and the fact that pollen was the
only tissue that consistently maintained
quantifiable levels of this marker
protein, the Agency has determined that
this marker protein will pose no
toxicity. Further data demonstrated the
lack of toxicity of the protein following
acute oral exposure in mice, and the
rapid degradation of the APH4 protein
upon exposure to simulated gastric
intestinal fluids. The lack of amino acid
sequence similarity of the APH4 protein
to proteins known to be mammalian
toxins or human allergens further
supports lack of toxicity. When proteins
are toxic, they are known to act via
acute mechanisms and at very low doses
(Sjoblad, R.D., J.T. McClintock and R.
Engler (1992) “Toxicological
Considerations for Protein Components
of Biological Pesticide Products.”
Regulatory Toxicol. Pharmacol. 15: (3—
9)). Therefore when a protein
demonstrates no acute oral toxicity in
high-dose testing using a standard
laboratory mammalian test species, this
supports the determination that the
protein will be non-toxic to humans and
other mammals, and will not present a
hazard under any realistic exposure
scenario, including long-term
exposures.

IV. Aggregate Exposures

In examining aggregate exposure,
section 408 of the FFDCA directs EPA
to consider available information
concerning exposures from the pesticide
residue in food and all other non-
occupational exposures, including
drinking water from ground water or
surface water and exposure through
pesticide use in gardens, lawns, or
buildings (residential and other indoor
uses).

A. Dietary Exposure

The Agency has considered available
information on the aggregate exposure
levels of consumers (and major
identifiable subgroups of consumers) to
the pesticide chemical residue and to
other related substances. These
considerations include dietary exposure
under the tolerance exemption and all
other tolerances or exemptions in effect
for the plant-incorporated protectant
chemical residue, and exposure from
non-occupational sources.

1. Food. Oral exposure, at very low
levels, may occur from ingestion of
derivatives of cottonseed. Cottonseed
derivatives such as cottonseed oil are
used in some food products. Data
demonstrated that APH4 was not
detected in most of the samples of the
derivatives of cottonseed. APH4 was not
detected in most of the samples of
COT102-derived cottonseed analyzed or

any of the cotton fiber. In the few
samples in which APH4 was detectable,
the quantities were below the level of
quantification. This plant-incorporated
protectant has demonstrated a lack of
mammalian toxicity and use sites are all
agricultural for control of insects.

2. Drinking water exposure. No
exposure to APH4 and the genetic
material necessary for its production as
an inert ingredient via drinking water
are expected. The protein is
incorporated into the plant and should
not contaminate drinking water sources.

B. Other Non-Occupational Exposure

1. Dermal exposure. Dermal exposure
is unlikely because the inert ingredient
is contained within the plant cells. If
exposure were to occur, no risks would
be expected since APH4 has
demonstrated a lack of mammalian
toxicity.

2. Inhalation exposure. Inhalation
exposure is unlikely because the inert
ingredient is contained within the plant
cells. If exposure were to occur, no risks
would be expected since APH4 has
demonstrated a lack of mammalian
toxicity.

V. Cumulative Effects

Due to the lack of mammalian toxicity
to the APH4 protein, the Agency
concludes that there are no cumulative
effects for this inert ingredient.

VI. Determination of Safety for U.S.
Population, Infants and Children

FFDCA section 408(b)(2)(C) provides
that EPA shall assess the available
information about consumption patterns
among infants and children, special
susceptibility of infants and children to
pesticide chemical residues and the
cumulative effects on infants and
children of the residues and other
substances with a common mechanism
of toxicity. In addition, FFDCA section
408(b)(2)(C) also provides that EPA shall
apply an additional tenfold margin of
safety for infants and children in the
case of threshold effects to account for
prenatal and postnatal toxicity and the
completeness of the data base unless
EPA determines that a different margin
of safety (MOS) will be safe for infants
and children. In this instance, based on
all the available information, the
Agency concludes that there is a finding
of no toxicity for the APH4 protein and
the genetic material necessary for its
production. Thus, there are no threshold
effects of concern and, as a result, the
provision requiring an additional MOS
does not apply. Futher, the provisions of
consumption patterns, special
susceptibility, and cumulative effects do
not apply.
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VII. Other Considerations

A. Endocrine Disruptors

The inert ingredient APH4 is a protein
derived from sources that are not known
to exert an influence on the endocrine
or immune systems.

B. Analytical Method(s)

Validated methods for extraction and
direct ELISA analysis of APH4 in cotton
seed have been submitted and found
acceptable by the Agency.

C. Codex Maximum Residue Level

No Codex maximum residue levels
exist for the APH4 protein and the
genetic material necessary for its
production.

VIII. Objections and Hearing Requests

Under section 408(g) of the FFDCA, as
amended by the FQPA, any person may
file an objection to any aspect of this
regulation and may also request a
hearing on those objections. EPA
procedural regulations which govern the
submission of objections and requests
for hearings appear in 40 CFR part 178.
Although the procedures in those
regulations require some modification to
reflect the amendments made to the
FFDCA by the FQPA, EPA will continue
to use those procedures, with
appropriate adjustments, until the
necessary modifications can be made.
The new section 408(g) of the FFDCA
provides essentially the same process
for persons to “object” to a regulation for
an exemption from the requirement of a
tolerance issued by EPA under new
section 408(d) of the FFDCA, as was
provided in the old sections 408 and
409 of the FFDCA. However, the period
for filing objections is now 60 days,
rather than 30 days.

A. What Do I Need to Do to File an
Objection or Request a Hearing?

You must file your objection or
request a hearing on this regulation in
accordance with the instructions
provided in this unit and in 40 CFR part
178. To ensure proper receipt by EPA,
you must identify docket ID number
OPP-2004-0036 in the subject line on
the first page of your submission. All
requests must be in writing, and must be
mailed or delivered to the Hearing Clerk
on or before June 7, 2004.

1. Filing the request. Your objection
must specify the specific provisions in
the regulation that you object to, and the
grounds for the objections (40 CFR
178.25). If a hearing is requested, the
objections must include a statement of
the factual issues(s) on which a hearing
is requested, the requestor’s contentions
on such issues, and a summary of any

evidence relied upon by the objector (40
CFR 178.27). Information submitted in
connection with an objection or hearing
request may be claimed confidential by
marking any part or all of that
information as CBI. Information so
marked will not be disclosed except in
accordance with procedures set forth in
40 CFR part 2. A copy of the
information that does not contain CBI
must be submitted for inclusion in the
public record. Information not marked
confidential may be disclosed publicly
by EPA without prior notice.

Mail your written request to: Office of
the Hearing Clerk (1900C),
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460-0001. You may also deliver
your request to the Office of the Hearing
Clerk in Rm. 104, Crystal Mall #2, 1921
Jefferson Davis Hwy., Arlington, VA.
The Office of the Hearing Clerk is open
from 8 a.m. to 4 p.m., Monday through
Friday, excluding legal holidays. The
telephone number for the Office of the
Hearing Clerk is (703) 603—-0061.

2. Tolerance fee payment. If you file
an objection or request a hearing, you
must also pay the fee prescribed by 40
CFR 180.33(i) or request a waiver of that
fee pursuant to 40 CFR 180.33(m). You
must mail the fee to: EPA Headquarters
Accounting Operations Branch, Office
of Pesticide Programs, P.O. Box
360277M, Pittsburgh, PA 15251. Please
identify the fee submission by labeling
it “Tolerance Petition Fees.”

EPA is authorized to waive any fee
requirement “when in the judgement of
the Administrator such a waiver or
refund is equitable and not contrary to
the purpose of this subsection.” For
additional information regarding the
waiver of these fees, you may contact
James Tompkins by phone at (703) 305—
5697, by e-mail at
tompkins.jim@epa.gov, or by mailing a
request for information to Mr. Tompkins
at Registration Division (7505C), Office
of Pesticide Programs, Environmental
Protection Agency, 1200 Pennsylvania
Ave., NW., Washington, DC 20460—
0001.

If you would like to request a waiver
of the tolerance objection fees, you must
mail your request for such a waiver to:
James Hollins, Information Resources
and Services Division (7502C), Office of
Pesticide Programs, Environmental
Protection Agency, 1200 Pennsylvania
Ave., NW., Washington, DC 20460—
0001.

3. Copies for the Docket. In addition
to filing an objection or hearing request
with the Hearing Clerk as described in
Unit VIIL.A., you should also send a
copy of your request to the PIRIB for its
inclusion in the official record that is

described in Unit I.B.1. Mail your
copies, identified by docket ID number
OPP-2004-0036, to: Public Information
and Records Integrity Branch,
Information Resources and Services
Division (7502C), Office of Pesticide
Programs, Environmental Protection
Agency, 1200 Pennsylvania Ave., NW.,
Washington, DC 20460-0001. In person
or by courier, bring a copy to the
location of the PIRIB described in Unit
1.B.1. You may also send an electronic
copy of your request via e-mail to: opp-
docket@epa.gov. Please use an ASCII
file format and avoid the use of special
characters and any form of encryption.
Copies of electronic objections and
hearing requests will also be accepted
on disks in WordPerfect 6.1/8.0 or
ASCII file format. Do not include any
CBI in your electronic copy. You may
also submit an electronic copy of your
request at many Federal Depository
Libraries.

B. When Will the Agency Grant a
Request for a Hearing?

A request for a hearing will be granted
if the Administrator determines that the
material submitted shows the following:
There is a genuine and substantial issue
of fact; there is a reasonable possibility
that available evidence identified by the
requestor would, if established resolve
one or more of such issues in favor of
the requestor, taking into account
uncontested claims or facts to the
contrary; and resolution of the factual
issues(s) in the manner sought by the
requestor would be adequate to justify
the action requested (40 CFR 178.32).

IX. Statutory and Executive Order
Reviews

This final rule establishes an
exemption from the tolerance
requirement under section 408(d) of the
FFDCA in response to a petition
submitted to the Agency. The Office of
Management and Budget (OMB) has
exempted these types of actions from
review under Executive Order 12866,
entitled Regulatory Planning and
Review (58 FR 51735, October 4, 1993).
Because this rule has been exempted
from review under Executive Order
12866 due to its lack of significance,
this rule is not subject to Executive
Order 13211, Actions Concerning
Regulations That Significantly Affect
Energy Supply, Distribution, or Use (66
FR 28355, May 22, 2001). This final rule
does not contain any information
collections subject to OMB approval
under the Paperwork Reduction Act
(PRA), 44 U.S.C. 3501 et seq., or impose
any enforceable duty or contain any
unfunded mandate as described under
Title I of the Unfunded Mandates
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Reform Act of 1995 (UMRA) (Public
Law 104—4). Nor does it require any
special considerations under Executive
Order 12898, entitled Federal Actions to
Address Environmental Justice in
Minority Populations and Low-Income
Populations (59 FR 7629, February 16,
1994); or OMB review or any Agency
action under Executive Order 13045,
entitled Protection of Children from
Environmental Health Risks and Safety
Risks (62 FR 19885, April 23, 1997).
This action does not involve any
technical standards that would require
Agency consideration of voluntary
consensus standards pursuant to section
12(d) of the National Technology
Transfer and Advancement Act of 1995
(NTTAA), Public Law 104—113, section
12(d) (15 U.S.C. 272 note). Since
tolerances and exemptions that are
established on the basis of a petition
under section 408(d) of the FFDCA,
such as the exemption in this final rule,
do not require the issuance of a
proposed rule, the requirements of the
Regulatory Flexibility Act (RFA) (5
U.S.C. 601 et seq.) do not apply. In
addition, the Agency has determined
that this action will not have a
substantial direct effect on States, on the
relationship between the national
government and the States, or on the
distribution of power and
responsibilities among the various
levels of government, as specified in
Executive Order 13132, entitled
Federalism (64 FR 43255, August 10,
1999). Executive Order 13132 requires
EPA to develop an accountable process
to ensure “meaningful and timely input
by State and local officials in the
development of regulatory policies that
have federalism implications.” “Policies
that have federalism implications” is
defined in the Executive Order to
include regulations that have
“substantial direct effects on the States,
on the relationship between the national
government and the States, or on the
distribution of power and
responsibilities among the various
levels of government.” This final rule
directly regulates growers, food
processors, food handlers and food
retailers, not States. This action does not
alter the relationships or distribution of
power and responsibilities established
by Congress in the preemption
provisions of section 408(n)(4) of the
FFDCA. For these same reasons, the
Agency has determined that this rule
does not have any “tribal implications”
as described in Executive Order 13175,
entitled Consultation and Coordination
with Indian Tribal Governments (65 FR
67249, November 6, 2000). Executive
Order 13175, requires EPA to develop

an accountable process to ensure
“meaningful and timely input by tribal
officials in the development of
regulatory policies that have tribal
implications.” “Policies that have tribal
implications” is defined in the
Executive Order to include regulations
that have “substantial direct effects on
one or more Indian tribes, on the
relationship between the Federal
Government and the Indian tribes, or on
the distribution of power and
responsibilities between the Federal
Government and Indian tribes.”” This
rule will not have substantial direct
effects on tribal governments, on the
relationship between the Federal
Government and Indian tribes, or on the
distribution of power and
responsibilities between the Federal
Government and Indian tribes, as
specified in Executive Order 13175.
Thus, Executive Order 13175 does not
apply to this rule.

X. Congressional Review Act

The Congressional Review Act, 5
U.S.C. 801 et seq., as added by the Small
Business Regulatory Enforcement
Fairness Act of 1996, generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report, which includes a
copy of the rule, to each House of the
Congress and to the Comptroller General
of the United States. EPA will submit a
report containing this rule and other
required information to the U.S. Senate,
the U.S. House of Representatives, and
the Comptroller General of the United
States prior to publication of this final
rule in the Federal Register. This final
rule is not a “major rule ” as defined by
5 U.S.C. 804(2).

List of Subjects in 40 CFR Part 180

Environmental protection,
Administrative practice and procedure,
Agricultural commodities, Pesticides
and pests, Reporting and recordkeeping
requirements.

Dated: March 22, 2004.

James Jones,
Director, Office of Pesticide Programs.

m Therefore, 40 CFR chapter I is
amended as follows:

PART 180—[AMENDED]
m 1. The authority citation for part 180
continues to read as follows:

Authority: 21 U.S.C. 321(q), 346a and 371.

m 2. Section 180.1249 is added to
subpart D to read as follows:

§180.1249 Hygromycin B
phosphotransferase (APH4) marker protein
and the genetic material necessary for its
production in all plants; exemption from the
requirement of a tolerance.

Hygromycin B phosphotransferase
(APH4) and the genetic material
necessary for its production in all plants
are exempt from the requirement of a
tolerance when used as a plant-
incorporated protectant inert ingredient
in cotton. “Genetic material necessary
for its production” means the genetic
material which comprise genetic
material encoding the APH4 protein and
its regulatory regions. “Regulatory
regions” are the genetic material that
control the expression of the genetic
material encoding the APH4 protein,
such as promoters, terminators, and
enhancers.

[FR Doc. 04-7866 Filed 4-6—04; 8:45 am|
BILLING CODE 6560-50-S

FEDERAL COMMUNICATIONS
COMMISSION

47 CFR Parts 2 and 25
[IB Docket No. 00-185, FCC 03—-162]

Flexibility for Delivery of
Communications by Mobile Satellite
Service Providers in the 2 GHz Band,
the L-Band, and the 1.6/2.4 GHz Bands

AGENCY: Federal Communications
Commission.

ACTION: Final rule; announcement of
effective date.

SUMMARY: This document announces the
effective date of the rule published on
August 12, 2003. Those rules permitted
certain mobile-satellite service (MSS)
providers in the 2 GHz Band, the L-
Band, and the 1.6/2.4 GHz Bands to
integrate ancillary terrestrial
components (ATCs) into their MSS
networks.

DATES: Effective April 7, 2004.

FOR FURTHER INFORMATION CONTACT:
Peggy Reitzel, Policy Division,
International Bureau, (202) 418—1460.
SUPPLEMENTARY INFORMATION: On ]uly 3,
2003, the Commission released an Order
on Reconsideration, a summary of
which was published in the Federal
Register. See 68 FR 47856 (August 12,
2003). Although the rule changes in the
Order on Reconsideration became
effective on September 11, 2003, several
rule sections contained modified
information collection requirements,
which required approval by the Office
of Management and Budget (OMB). The
information collection requirements
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were approved by OMB. See OMB No.
3060-0994.

List of Subjects in 47 CFR Parts 2 and
25

Radio, Satellites,
Telecommunications.
Federal Communications Commission.
William F. Caton,
Deputy Secretary.
[FR Doc. 04—-7869 Filed 4-6—04; 8:45 am|
BILLING CODE 6712-01-P

DEPARTMENT OF THE INTERIOR
Fish and Wildlife Service

50 CFR Part 17
RIN 1018-AT65

Endangered and Threatened Wildlife
and Plants; Establishment of an
Additional Manatee Protection Area in
Lee County, FL

AGENCY: Fish and Wildlife Service,
Interior.

ACTION: Emergency rule.

SUMMARY: We, the Fish and Wildlife
Service (Service), take emergency action
to establish an additional manatee
protection area in Lee County, Florida.
This action is authorized under the
Endangered Species Act of 1973, as
amended (ESA), and the Marine
Mammal Protection Act of 1972, as
amended (MMPA), based on our
determination that there is substantial
evidence of imminent danger of taking
one or more manatees and the
emergency designation of a manatee
refuge is necessary to prevent such
taking. In evaluating the need for
emergency designation of an additional
manatee protection area, we considered
the biological needs of the manatee, the
level of take at these sites, and the
likelihood of additional take of
manatees due to human activity. Within
10 days after establishing a protection
area in accordance with this section, the
Service will begin proceedings to
establish these areas in accordance with
50 CFR 17.103. The area established by
this rule will be a manatee refuge as
defined by 50 CFR 17.102 and
watercraft will be required to proceed at
either “slow speed” or at not more than
25 miles per hour, on an annual or
seasonal basis, as marked. While
adjacent property owners must comply
with the speed restrictions, the
designation will not preclude ingress
and egress to private property.

We anticipate making a final
determination of these sites in a final

rule within the 120-day effective period
unless State or local governments
implement measures at these sites that
would, in our view, make such
establishment unnecessary to prevent
the taking of one or more manatees.
DATES: In accordance with 50 CFR
17.106, the effective date for this action
will be April 7, 2004, which will also be
the date of posting of the sites, and
publication in the following
newspapers: Ft Myers News-Press, Cape
Coral Daily Breeze, and Naples Daily
News. This emergency action will
remain in effect for 120 days after
publication in the Federal Register or
until August 5, 2004.

ADDRESSES: The complete file for this
rule is available for inspection, by
appointment, during normal business
hours at the Jacksonville Field Office,
U.S. Fish and Wildlife Service, 6620
Southpoint Drive, South, Suite 310,
Jacksonville, Florida 32216.

FOR FURTHER INFORMATION CONTACT:
David Hankla or Chuck Underwood (see
ADDRESSES section), telephone 904/232—
2580 or visit our Web site at http://
northflorida.fws.gov. In the event that
our Internet connection is not
functional, please contact the Service by
mail (see ADDRESSES) or telephone
(904/232-2580), for alternative methods
to obtain further information related to
this issue.

SUPPLEMENTARY INFORMATION:

Background

The West Indian manatee (Trichecus
manatus) is federally listed as an
endangered species under the ESA (16
U.S.C. 1531 et seq.) (32 FR 4001) and
the population is further protected as a
depleted stock under the MMPA (16
U.S.C. 1361-1407). Manatees reside in
freshwater, brackish, and marine
habitats in coastal and inland
waterways of the southeastern United
States. The majority of the population
can be found in waters of the State of
Florida throughout the year, and nearly
all manatees winter in peninsular
Florida during the winter months. The
manatee is a cold-intolerant species and
requires warm water temperatures
generally above 20° Celsius (68°
Fahrenheit) to survive during periods of
cold weather. During the winter months,
most manatees rely on warm water from
natural springs and industrial
discharges for warmth. In warmer
months, they expand their range and are
seen rarely as far north as Rhode Island
on the Atlantic Coast and as far west as
Texas on the Gulf Coast.

Recent information indicates that the
overall manatee population has grown
since the species was listed (U.S. Fish

and Wildlife Service 2001). However, in
order for us to determine that an
endangered species has recovered to a
point that it warrants removal from the
List of Endangered and Threatened
Wildlife and Plants, the species must
have improved in status to the point at
which listing is no longer appropriate
under the criteria set out in section
4(a)(1) of the ESA.

Human activities, and particularly
waterborne activities, can result in the
take of manatees. Take, as defined by
the ESA, means to harass, harm, pursue,
hunt, shoot, wound, kill, trap, capture,
collect, or to attempt to engage in any
such conduct. Harm means an act which
kills or injures wildlife (50 CFR 17.3).
Such an act may include significant
habitat modification or degradation that
kills or injures wildlife by significantly
impairing essential behavioral patterns,
including breeding, feeding, or
sheltering. Harass includes intentional
or negligent acts or omissions that create
the likelihood of injury to wildlife by
annoying it to such an extent as to
significantly disrupt normal behavioral
patterns, which include, but are not
limited to, breeding, feeding, or
sheltering (50 CFR 17.3).

The MMPA sets a general
moratorium, with certain exceptions, on
the take and importation of marine
mammals and marine mammal products
and makes it unlawful for any person to
take, possess, transport, purchase, sell,
export, or offer to purchase, sell, or
export, any marine mammal or marine
mammal product unless authorized.
Take, as defined by section 3(13) of the
MMPA, means to harass, hunt, capture,
or kill, or attempt to harass, hunt,
capture, or kill any marine mammal.
Harassment is defined under the MMPA
as any act of pursuit, torment, or
annoyance which—(i) Has the potential
to injure a marine mammal or marine
mammal stock in the wild; or (ii) has the
potential to disturb a marine mammal or
marine mammal stock in the wild by
causing disruption of behavioral
patterns, including, but not limited to,
migration, breathing, nursing, breeding,
feeding, or sheltering.

Human use of the waters of the
southeastern United States has
increased dramatically as a function of
residential growth and increased
visitation. This phenomenon is
particularly evident in the State of
Florida. The population of Florida has
grown by 124 percent since 1970 (6.8
million to 15.2 million, U.S. Census
Bureau) and is expected to exceed 18
million by 2010, and 20 million by the
year 2020. According to a report by the
Florida Office of Economic and
Demographic Research (2000), it is
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expected that, by the year 2010, 13.7
million people will reside in the 35
coastal counties of Florida. In a parallel
fashion to residential growth, visitation
to Florida has increased dramatically. It
is expected that Florida will have 83
million visitors annually by the year
2020, up from 48.7 million visitors in
1998. In concert with this increase of
human population growth and visitation
is the increase in the number of
watercraft that travel Florida waters. In
2001, 943,611 vessels were registered in
the State of Florida. This represents an
increase of 42 percent since 1993.

The large increase in human use of
manatee habitat has had direct and
indirect impacts on this endangered
species. Direct impacts include injuries
and deaths from watercraft collisions,
deaths and injuries from water control
structure operations, lethal and
sublethal entanglements with
commercial and recreational fishing
gear, and alterations of behavior due to
harassment. Indirect impacts include
habitat destruction and alteration,
including decreases in water quality
throughout some aquatic habitats,
decreases in the quantity of warm water
in natural spring areas, the spread of
marine debris, and general disturbance
from human activities.

Federal authority to establish
protection areas for the Florida manatee
is provided by the ESA and the MMPA,
and is codified in 50 CFR part 17,
subpart ]J. We have discretion, by
regulation, to establish manatee
protection areas whenever there is
substantial evidence showing such
establishment is necessary to prevent
the taking of one or more manatees. In
accordance with 50 CFR 17.106, areas
may be established on an emergency
basis when such takings are imminent.

We may establish two types of
manatee protection areas—manatee
refuges and manatee sanctuaries. A
manatee refuge, as defined in 50 CFR
17.102, is an area in which we have
determined that certain waterborne
activities would result in the taking of
one or more manatees, or that certain
waterborne activities must be restricted
to prevent the taking of one or more
manatees, including but not limited to,
a taking by harassment. A manatee
sanctuary is an area in which we have
determined that any waterborne activity
would result in the taking of one or
more manatees, including but not
limited to, a taking by harassment. A
waterborne activity is defined as
including, but not limited to,
swimming, diving (including skin and
scuba diving), snorkeling, water skiing,
surfing, fishing, the use of water
vehicles, and dredge and fill activities.

Reasons for Emergency Determination

In deciding to implement this
emergency rule, we assessed the effects
of a recent State court ruling
overturning critically important, State-
designated manatee protection zones in
Lee County (State of Florida Fish and
Wildlife Conservation Commission vs.
William D. Wilkinson, Robert W.
Watson, David K. Taylor, James L. Frock
(2 Cases), Jason L. Fluharty, Kenneth L.
Kretsh, Harold Stevens, Richard L.
Eyler, and John D. Mills), as well as the
best available information to evaluate
manatee and human interactions in
these areas.

Manatees are especially vulnerable to
fast-moving power boats. The slower a
boat is traveling, the more time a
manatee has to avoid the vessel and the
more time the boat operator has to
detect and avoid the manatee. Nowacek
et al. (2000) documented manatee
avoidance of approaching boats. Wells
et al. (1999) confirmed that, at a
response distance of 20 meters, a
manatee’s time to respond to an
oncoming vessel increased by at least 5
seconds if the vessel was required to
travel at slow speed. Therefore, the
potential for take of manatees can be
greatly reduced if boats are required to
travel at slow speed in areas where
manatees can be expected to occur.

The water bodies encompassed in this
emergency designation receive
extensive manatee use either on a
seasonal or year-round basis as
documented in radio telemetry and
aerial survey data (FWCC 2003). The
areas contain feeding habitats and serve
as travel corridors for manatees (FWCC
2003). They have also been regulated at
either slow speed or with a 25-mile-per-
hour speed limit by State government
since 1999. However, a recent challenge
to citations for violations of the State
speed zone regulations has resulted in a
State court voiding these State zones.
Without this emergency Federal
designation, watercraft can be expected
to travel at high speeds in areas
frequented by manatees, which would
result in the take of one or more
manatees. In fact, boat operators could
inadvertently be encouraged to travel at
high speeds. While the State court
invalidated speed limits in the areas
adjacent to navigation channels, it did
not invalidate the 25-mile-per-hour
speed limit in the navigation channels
that traverse the affected area.
Therefore, the speed limit in the
navigation channel is now lower than
that of the surrounding, shallower areas.
As aresult, shallow-draft high-speed
boats capable of traveling outside the
navigation channels can be expected to

be operated at high speeds (greater than
25 miles per hour) in the areas more
likely to be frequented by manatees.

There is a history of manatee
mortalities in the area as a result of
collisions with watercraft. At least 14
carcasses of manatees killed in
collisions with watercraft have been
recovered in or immediately adjacent to
the designated areas since 1999 (FWCC
2003), and an additional carcass was
recently recovered in close proximity to
the site following the State court action.
Necropsy revealed that the animal died
of wounds from a boat collision. In areas
of more seasonal use by manatees, the
slow speed requirements begin on April
1. Without the emergency designation,
these areas would not receive the
needed protection because of the time
necessary to complete the normal
rulemaking process.

For these reasons, we believe that
there is imminent danger of take of one
or more manatees in these areas and
emergency designation of a manatee
refuge is necessary to prevent such
taking. Manatees utilize these areas,
there is a history of take at these sites,
future take is imminent, protection
measures are insufficient, and we do not
anticipate any alternative protection
measures being enacted by State or local
government in sufficient time to reduce
the likelihood of take occurring.

Effective Date

We are making this rule effective
upon publication. In accordance with
the Administrative Procedure Act, we
find good cause as required by 5 U.S.C.
553(d)(3) to make this rule effective
immediately upon publication in the
Federal Register. As discussed under
“Reasons for Emergency
Determination,” we need to establish
this manatee protection area
immediately. Any delay in making this
manatee refuge effective would result in
further risks of manatee mortality,
injury and harassment during the period
of delay. In view of the finding of
substantial evidence that taking of
manatees is imminent and in fact has
already occurred in or in close
proximity to the site, we believe good
cause exists to make this rule effective
upon publication. For the same reasons,
we also believe that we have good cause
under 5 U.S.C. 553(b)(3)(B) to issue this
rule without notice and public
procedure. We believe such emergency
action is in the public interest because
of the imminent threat to manatees and
the time required to complete the
standard rulemaking process would
probably result in additional take of
manatees. This rule does not supersede
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any more stringent State or local
regulations.

Future Federal Actions

Once this emergency rule is in effect,
the emergency designation is temporary
and applies to these areas for only 120
days. We believe the danger to manatees
due to watercraft collisions in the Pine
Island-Estero Bay area is not only
imminent, but also ongoing and year-
round. Accordingly, we are preparing a
proposed rule to establish an additional
manatee protection area in Lee County,
Florida, in accordance with 50 CFR
17.103. We anticipate publishing a
proposed rule by the end of May 2004.

Definitions

Planing means riding on or near the
water’s surface as a result of the
hydrodynamic forces on a watercraft’s
hull, sponsons (projections from the
side of a ship), foils, or other surfaces.

A watercraft is considered on plane
when it is being operated at or above the
speed necessary to keep the vessel
planing.

Slow speed means the speed at which
a watercraft proceeds when it is fully off
plane and completely settled in the
water. Due to the different speeds at
which watercraft of different sizes and
configurations may travel while in
compliance with this definition, no
specific speed is assigned to slow speed.
A watercraft is not proceeding at slow
speed if it is: (1) On a plane, (2) in the
process of coming up on or coming off
of plane, or (3) creating an excessive
wake. A watercraft is proceeding at slow
speed if it is fully off plane and
completely settled in the water, not
creating an excessive wake.

Wake means all changes in the
vertical height of the water’s surface
caused by the passage of a watercraft,
including a vessel’s bow wave, stern
wave, and propeller wash, or a
combination of these.

Area Designated as a Manatee Refuge
by Emergency Rule

Pine Island-Estero Bay Manatee Refuge

The Pine Island-Estero Bay Manatee
Refuge encompasses water bodies in Lee
County including portions of Matalacha
Pass and San Carlos Bay south of Green
Channel Marker “77” and north of the
Intracoastal Waterway, portions of Pine
Island Sound in the vicinity of York and
Chino Islands, portions of Punta Rassa
Cove and Shell Creek in San Carlos Bay
and the mouth of the Caloosahatchee
River, and portions of Estero Bay and
associated water bodies. These water
bodies are designated, as posted, as
either slow speed or with a speed limit

of 25 miles per hour, on either a
seasonal or annual basis. Legal
descriptions and maps are provided in
the “Regulation Promulgation” section
of this notice.

Clarity of the Rule

Executive Order 12866 requires each
agency to write regulations/notices that
are easy to understand. We invite your
comments on how to make this
emergency rule easier to understand,
including answers to questions such as
the following: (1) Are the requirements
in the emergency rule clearly stated? (2)
Does the emergency rule contain
unnecessary technical language or
jargon that interferes with the clarity?
(3) Does the format of the emergency
rule (grouping and order of sections, use
of headings, paragraphing, etc.) aid or
reduce its clarity? (4) Is the description
of the emergency rule in the
SUPPLEMENTARY INFORMATION section of
the preamble helpful in understanding
the proposed rule? (5) What else could
we do to make the emergency rule easier
to understand?

Send a copy of any comments that
concern how we could make this
emergency rule easier to understand to:
Office of Regulatory Affairs, Department
of the Interior, Room 7229, 1849 C
Street, NW., Washington, DC 20240.

Required Determinations
Regulatory Planning and Review

In accordance with the criteria in
Executive Order 12866, this rule is not
a significant regulatory action. The
Office of Management and Budget
makes the final determination under
Executive Order 12866. Because this is
an emergency rule, an extensive
economic analysis was not possible.

a. Based on experience with similar
rulemakings in this area, this rule will
not have an annual economic impact of
over $100 million or adversely affect an
economic sector, productivity, jobs, the
environment, or other units of
government. It is not expected that any
significant economic impacts would
result from the establishment of a
manatee refuge (approximately 30 river
miles) in Lee County in the State of
Florida.

The purpose of this rule is to establish
an emergency manatee refuge in Lee
County, Florida. We are preventing the
take of manatees by controlling certain
human activity in this County. For the
manatee refuge, the areas are year-round
or seasonal slow speed, or year-round or
seasonal speed limits of 25 miles per
hour. Affected waterborne activities
include, but are not limited to,
transiting, cruising, water skiing,

fishing, marine construction, and the
use of all water vehicles. This rule will
impact recreational boaters, commercial
charter boats, and commercial
fishermen, primarily in the form of
restrictions on boat speeds in specific
areas. We will experience increased
administrative costs due to this rule.
Conversely, the rule may also produce
economic benefits for some parties as a
result of increased manatee protection
and decreased boat speeds in the
manatee refuge areas.

Regulatory impact analysis requires
the comparison of expected costs and
benefits of the rule against a “baseline,”
which typically reflects the regulatory
requirements in existence prior to the
rulemaking. For purposes of this
analysis, the baseline assumes that the
Pine Island-Estero Bay area has no
regulating speed limits other than the 25
miles per hour in the navigation
channels. The State-designated speed
zones, other than in the navigation
channels, have been lifted by a State
Court decision. However, residents and
other water users have lived with speed
restrictions in this area for many years
and have established business and
recreational patterns on the water to
accommodate their needs and desires
for water-based recreation. Even though
the baseline is set at no speed zones, the
actual economic effects may very well
be insignificant for this 120-day
emergency rule because almost all users
have been previously subject to these
restrictions. Thus, the rule is expected
to have only an incremental effect. As
discussed below, the net economic
impact is not expected to be significant,
but cannot be monetized given available
information.

The economic impacts of this rule
would be due to the changes in speed
zone restrictions in the manatee refuge
areas. These speed zone changes are
summarized in the emergency rule.

In addition to speed zone changes, the
rule no longer allows for the speed zone
exemption process in place under State
regulations. Florida’s Manatee
Sanctuary Act allows the State to
provide exemptions from speed zone
requirements for certain commercial
activities, including fishing and events
such as high-speed boat races. Under
State law, commercial fishermen and
professional fishing guides can apply for
permits granting exemption from speed
zone requirements in certain counties.
Speed zone exemptions were issued to
28 permit holders in the former State
zones that comprise the proposed
manatee refuge area.

In order to gauge the economic effect
of this rule, both benefits and costs must
be considered. Potential economic
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benefits related to this rule include
increased manatee protection and
tourism related to manatee viewing,
increased number of marine
construction permits issued (estimated
at 80 per month for family boat docks),
increased fisheries health, and
decreased seawall maintenance costs.
Potential economic costs are related to
increased administrative activities
related to implementing the rule and
affected waterborne activities. Economic
costs are measured primarily by the
number of recreationists who use
alternative sites for their activity or have
a reduced quality of the waterborne
activity experience at the designated
sites. In addition, the rule may have
some impact on commercial fishing
because of the need to maintain slower
speeds in some areas. The extension of
slower speed zones in this rule is not
expected to affect enough waterborne
activity to create a significant economic
impact (i.e., an annual impact of over
$100 million).

Economic Benefits

We believe that the designation of the
Pine Island-Estero Bay Manatee Refuge
in this rule will increase the level of
manatee protection in these areas. A
potential economic benefit is increased
tourism resulting from an increase in
manatee protection. To the extent that
some portion of Florida’s tourism is due
to the existence of the manatee in
Florida waters, the protection provided
by this rule may result in an economic
benefit to the tourism industry. We are
not able to make an estimate of this
benefit given available information.

In addition, due to reductions in boat
wake associated with speed zones,
property owners may experience some
economic benefits related to decreased
expenditures for maintenance and
repair of shoreline stabilization
structures (i.e., seawalls along the
water’s edge). Speed reductions may
also result in increased boater safety.
Another potential benefit of slower
speeds is that fisheries in these areas
may be more productive because of less
disturbance. These types of benefits
cannot be quantified with available
information.

Based on previous studies, we believe
that this rule produces some economic
benefits. However, given the lack of
information available for estimating
these benefits, the magnitude of these
benefits is unknown.

Economic Costs

The economic impact of the
designation of a manatee protection area
results from the fact that, in certain
areas, boats are required to go slower

than under current conditions. Some
impacts may be felt by recreationists
who have to use alternative sites for
their activity or who have a reduced
quality of the waterborne activity
experience at the designated sites
because of the rule. For example, the
extra time required for anglers to reach
fishing grounds could reduce onsite
fishing time and could result in lower
consumer surplus for the trip. Other
impacts of the rule may be felt by
commercial charter boat outfits,
commercial fishermen, and agencies
that perform administrative activities
related to implementing the rule.

Affected Recreational Activities

For some boating recreationists, the
inconvenience and extra time required
to cross additional slow speed areas
may reduce the quality of the
waterborne activity, or cause them to
forgo the activity. This will manifest in
a loss of consumer surplus to these
recreationists. In addition, to the extent
that recreationists forgo recreational
activities, this could result in some
regional economic impact. In this
section, we examine the waterborne
activities taking place in each area and
the extent to which they may be affected
by designation of the manatee refuges.
The resulting potential economic
impacts are discussed below. These
impacts cannot be quantified because
the number of recreationists and anglers
using the designated sites is not known.

Recreationists engaging in cruising,
fishing, and waterskiing may experience
some inconvenience by having to go
slower or use undesignated areas;
however, the extension of slow speed
zones is not likely to result in a
significant economic impact.

Currently, not enough data are
available to estimate the loss in
consumer surplus that water skiers will
experience. While some may use
substitute sites, others may forgo the
activity. The economic impact
associated with these changes on
demand for goods and services is not
known. However, given the number of
recreationists potentially affected, and
the fact that alternative sites are
available, it is not expected to amount
to a significant economic impact. Until
recently, speed zones were in place in
this area and recreationists have
adjusted their activities to accommodate
them. It is not expected that for a 120-
day emergency rule there would be a
significant loss in consumer surplus
from this activity.

Affected Commercial Charter Boat
Activities

Various types of charter boats use the
waterways in the affected counties,
primarily for fishing and nature tours.
The number of charter boats using the
Pine Island-Estero Bay areas is currently
unknown. For nature tours, the
extension of slow speed zones is
unlikely to cause a significant impact,
because these boats are likely traveling
at slow speeds. The extra time required
for commercial charter boats to reach
fishing grounds could reduce onsite
fishing time and could result in fewer
trips. The fishing activity is likely
occurring at a slow speed and will not
be affected. Added travel time may
affect the length of a trip, which could
result in fewer trips overall, creating an
economic impact.

Affected Commercial Fishing Activities

Several commercial fisheries will
experience some impact due to the
regulation. To the extent that the
regulation establishes additional speed
zones in commercial fishing areas, this
will increase the time spent on the
fishing activity, affecting the efficiency
of commercial fishing. While limited
data are available to address the size of
the commercial fishing industry in the
manatee refuges, county-level data
generally provide an upper bound
estimate of the size of the industry and
potential economic impact.

Given available data, the impact on
the commercial fishing industry of
extending slow speed zones in the Pine
Island-Estero Bay area cannot be
quantified. The designation will likely
affect commercial fishermen by way of
added travel time, which can result in
an economic impact. Some of the 28
active permit holders with speed limit
exemptions are commercial fishermen.
However, because the manatee refuge
designation will not prohibit any
commercial fishing activity, and
because there is a channel available for
boats to travel up to 25 miles per hour
in the affected areas, the Service
believes that it is unlikely that the rule
will result in a significant economic
impact on the commercial fishing
industry. It is important to note that, in
2001, the total annual value of
potentially affected fisheries was
approximately $8.3 million (20018); this
figure represents the economic impact
on commercial fisheries in these
counties in the unlikely event that the
fisheries would be entirely shut down,
which is not the situation associated
with this rule.
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Agency Administrative Costs

The cost of implementing the rule has
been estimated based on historical
expenditures by the Service for manatee
refuges and sanctuaries established
previously. The Service expects to
spend approximately $600,000 (20028$)
for posting and signing 15 previously
designated manatee protection areas (an
average of $40,000 per area). This
represents the amount that the Service
will pay contractors for creation and
installation of manatee refuge signs.
While the number and location of signs
needed to post the manatee refuges is
not known, the cost of manufacturing
and posting signs to delineate the
manatee refuges in this rule is not
expected to exceed the amount being
spent to post previously designated
manatee protection areas (Service,
2003a). In addition, the Service
anticipates that it will spend additional
funds for enforcement of a staff newly
designated manatee refuge for 120 days.
These costs cannot be accurately
estimated at this time. The costs of
enforcement may include hiring and
training new law enforcement agents
and special agents, and the associated
training, equipment, upkeep, and
clerical support (Service, 2003b).
Finally, there are some costs for
education and outreach to inform the
public about this new manatee refuge
area.

While the State of Florida has 12,000
miles of rivers and 3 million acres of
lakes, this rule will affect approximately
30 river miles. The speed restrictions in
this rule will cause inconvenience due
to added travel time for recreationists
and commercial charter boats and
fishermen. As a result, the rule will
impact the quality of waterborne
activity experiences for some
recreationists, and may lead some
recreationists to forgo the activity. This
rule does not prohibit recreationists
from participating in any activities.
Alternative sites are available for all
waterborne activities that may be
affected by this rule. The distance that
recreationists may have to travel to
reach an un-designated area varies. The
regulation will likely impact some
portion of the charter boat and
commercial fishing industries in these
areas as well. The inconvenience of
having to go somewhat slower in some
areas may result in changes to
commercial and recreational behavior,
resulting in some regional economic
impacts. Given available information,
the net economic impact of designating

the manatee refuge is not expected to be
significant (i.e., an annual economic
impact of over $100 million). While the
level of economic benefits that may be
attributable to the manatee refuge is
unknown, these benefits would cause a
reduction in the economic impact of the
rule.

b. The precedent to establish manatee
protection areas has been established
primarily by State and local
governments in Florida. We recognize
the important role of State and local
partners and continue to support and
encourage State and local measures to
improve manatee protection. We are
designating the Pine Island-Estero Bay
area, where previously existing State
designations have been eliminated, to
protect the manatee population in that
area.

c. This rule will not materially affect
entitlements, grants, user fees, loan
programs, or the rights and obligations
of their recipients. Minimal restriction
to existing human uses of the sites
would result from this rule. No
entitlements, grants, user fees, loan
programs or effects on the rights and
obligations of their recipients are
expected to occur.

d. This rule does not raise novel legal
or policy issues. We have previously
established other manatee protection
areas.

Regulatory Flexibility Act

We certify that this rule will not have
a significant economic effect on a
substantial number of small entities as
defined under the Regulatory Flexibility
Act (5 U.S.C. 601 et seq.). An initial/
final Regulatory Flexibility Analysis is
not required. Accordingly, a Small
Entity Compliance Guide is not
required.

In order to determine whether the rule
will have a significant economic effect
on a substantial number of small
entities, we utilize available information
on the industries most likely to be
affected by the designation of the
manatee refuge. Currently no
information is available on the specific
number of small entities that are
potentially affected. However, 28 active
permit holders were exempt from the
speed limits in the proposed refuge area.
Since these zones have been in place
since 1999 and people have adjusted
and there were no other permit holders,
it is reasonable to expect that the
emergency rule will impact only the 28
permit holders in the former State speed
zones. They are primarily commercial

fishing boats and fishing guides. Both
would be considered small businesses.
The 28 permit holders had State
exemptions from the speed restrictions
based on an application that stated they
would suffer at least a 25 percent
income loss without the permit. The
usual income level for these businesses
is not known, however a 25 percent loss
of business income is significant
regardless of the level of business
income. We acknowledge that there
could be a significant loss of income to
those permit holders that rely on speed
to carry out their business activities,
however, the Service believes that the
28 permit holders do not constitute a
substantial number.

This rule will add to travel time for
recreational boating and commercial
activities resulting from extension of
existing speed zones. Because the only
restrictions on recreational activity
result from added travel time, and
alternative sites are available for all
waterborne activities, we believe that
the economic effect on small entities
resulting from changes in recreational
use patterns will not be significant. The
economic effects on most small
businesses resulting from this rule are
likely to be indirect effects related to
reduced demand for goods and services
if recreationists choose to reduce their
level of participation in waterborne
activities. Similarly, because the only
restrictions on commercial activity
result from the inconvenience of added
travel time, and boats can continue to
travel up to 25 mph in the navigation
channels, we believe that any economic
effect on small commercial fishing or
charter boat entities (other than the 28
permit holders) will not be significant.
Also, the indirect economic impact on
small businesses that may result from
reduced demand for goods and services
from commercial entities is likely to be
insignificant.

The employment characteristics of
Lee County are shown in Table 1 for the
year 1997. We included the following
SIC (Standard Industrial Classification)
categories, because they include
businesses most likely to be directly
affected by the designation of a manatee
refuge:

¢ Fishing, hunting, trapping (SIC 09);

e Water transportation (SIC 44);

e Miscellaneous retail (SIC 59);

e Amusement and recreation services
(SIC 79);

¢ Non-classifiable establishments
(NCE).
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TABLE 1.—EMPLOYMENT CHARACTERISTICS OF LEE COUNTY IN FLORIDA—1997 INCLUDES SIC CODES 09, 44, 59, 79,

AND NCE 2)
. Select SIC Codes (Includes SIC Codes 09, 44, 59, 79, and NCE 2)
Total Mid- Mid-March
Count I\/Ileca)rcmhe?]Tb- establish- IiTsﬁtr?wle?w?;a(?a-ll Number of Number of Number of Number of
y ?Allyindus- ment® (select industries) Total estab- establish- establish- establish- establish-
tries) SIC (Codes) lishments ments (1-4 ments (5-9 | ments (10-19 | ments (20+
employees) employees) employees) employees)
Lee .o 135,300 7,734 11,386 974 602 193 92 87

Source: U.S. Census County Business Patterns (http://www.census.gov/epcd/cbp/view/cbpview.html).

aDescriptions of the SIC codes included in this table as follows:

SIC 09—Fishing, hunting, and trapping.
SIC 44—Water transportation.

SIC 59—Miscellaneous retail service division.
SIC 79—Amusement and recreation services.
NCE—Non-classifiable establishments division.

bTable provides the high-end estimate whenever the Census provides a range of mid-March employment figures for select counties and SIC

codes.

As shown in Table 1, the vast majority
(over 80 percent) of these business
establishments in Lee County have
fewer than ten employees, with the
largest number of establishments
employing fewer than four employees.
Any economic impacts associated with
this rule will affect some proportion of
these small entities.

Since the emergency designation is
for a manatee refuge, which only
requires a reduction in speed, we do not
believe the designation would cause
significant economic effect on a
substantial number of small businesses.
Currently available information does not
allow us to quantify the number of small
business entities such as charter boats or
commercial fishing entities that may
incur direct economic impacts due to
the inconvenience of added travel times
resulting from the rule but it is safe to
assume that the current 28 permit
holders may constitute the affected
parties for a 120-day rule. The Service
does not believe the 28 permit holders
constitute a substantial number. If a
future rulemaking establishes the Pine
Island-Estero Bay as a permanent
manatee refuge, public comments on a
proposed rule will be used for further
refinement of the impact on small
entities and the general public. In
addition, the inconvenience of slow
speed zones may cause some
recreationists to change their behavior,
which may cause some loss of income
to some small businesses. The number
of recreationists that will change their
behavior, and how their behavior will
change, is unknown; therefore, the
impact on potentially affected small
business entities cannot be quantified.
However, because boaters will
experience only minimal added travel
time in most affected areas and the fact
that speed zones were in place until
recently, we believe that this
designation will not cause a significant

economic impact on a substantial
number of small entities.

Small Business Regulatory Enforcement
Fairness Act

This rule is not a major rule under 5
U.S.C. 804 (2). This rule:

a. Does not have an annual effect on
the economy of $100 million or more.
As shown above, this rule may cause
some inconvenience in the form of
added travel time for recreationists and
commercial fishing and charter boat
businesses because of speed restrictions
in manatee refuge areas, but this should
not translate into any significant
business reductions for the many small
businesses in the affected county. An
unknown portion of the establishments
shown in Table 1 could be affected by
this rule. Because the only restrictions
on recreational activity result from
added travel time, and alternative sites
are available for all waterborne
activities, we believe that the economic
impact on small entities resulting from
changes in recreational use patterns will
not be significant. The economic
impacts on small business resulting
from this rule are likely to be indirect
effects related to reduced demand for
goods and services if recreationists
choose to reduce their level of
participation in waterborne activities.
Similarly, because the only restrictions
on commercial activity result from the
inconvenience of added travel time, and
boats can continue to travel up to 25
miles per hour in the navigational
channels, we believe that any economic
impact on most small commercial
fishing or charter boat entities will not
be significant. Also, the indirect
economic impact on small businesses
that may result from reduced demand
for goods and services from commercial
entities is likely to be insignificant.

b. Will not cause a major increase in
costs or prices for consumers,

individual industries, Federal, State, or
local government agencies, or
geographic regions. It is unlikely that
there are unforeseen changes in costs or
prices for consumers stemming from
this rule. The recreational charter boat
and commercial fishing industries may
be affected by lower speed limits for
some areas when traveling to and from
fishing grounds. However, because of
the availability of 25-miles-per-hour
navigational channels, this impact is
likely to be limited. Further, only 28
active permit holders were exempt from
the former State speed zones. The
impact will most likely stem from only
these permit holders.

c. Does not have significant adverse
effects on competition, employment,
investment, productivity, innovation, or
the ability of U.S.-based enterprises to
compete with foreign-based enterprises.
As stated above, this rule may generate
some level of inconvenience to
recreationists and commercial users due
to added travel time, but the resulting
economic impacts are believed to be
minor and will not interfere with the
normal operation of businesses in the
affected counties. Added travel time to
traverse some areas is not expected to be
a major factor that will impact business
activity.

Unfunded Mandates Reform Act

In accordance with the Unfunded
Mandates Reform Act (2 U.S.C. 1501 et
seq.):

a. This rule will not “significantly or
uniquely’” affect small governments. A
Small Government Agency Plan is not
required. The designation of manatee
refuges and sanctuaries, while imposing
regulations for at least a limited period,
will not impose obligations on State or
local governments that have not
previously existed.

b. This rule will not produce a
Federal mandate of $100 million or
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greater in any year. As such, it is not a
“significant regulatory action”” under the
Unfunded Mandates Reform Act.

Takings

In accordance with Executive Order
12630, this rule does not have
significant takings implications. A
takings implication assessment is not
required. The manatee protection areas
are located over publicly-owned
submerged water bottoms.

Federalism

In accordance with Executive Order
13132, this rule does not have
significant federalism effects. A
federalism assessment is not required.
This rule will not have substantial
direct effects on the State, in the
relationship between the Federal
government and the State, or on the
distribution of power and
responsibilities among the various
levels of government. We coordinated
with the State of Florida to the extent
possible on the development of this
rule.

Civil Justice Reform

In accordance with Executive Order
12988, the Office of the Solicitor has
determined that this rule does not
unduly burden the judicial system and
meets the requirements of sections 3(a)

and 3(b)(2) of the Order.
Paperwork Reduction Act

This regulation does not contain
collections of information that require
approval by the Office of Management
and Budget under 44 U.S.C. 3501 et seq.
The regulation will not impose new
record keeping or reporting
requirements on State or local
governments, individuals, and
businesses in it or organizations.

National Environmental Policy Act

We have analyzed this rule in
accordance with criteria of the National
Environmental Policy Act. This rule
does not constitute a major Federal
action significantly affecting the quality
of the human environment. An
Environmental Assessment has been
prepared and is available for review by
written request to the Field Supervisor
(see ADDRESSES section).

Government-to-Government
Relationship With Tribes

In accordance with the President’s
memorandum of April 29, 1994,
“Government-to-Government Relations
with Native American Tribal
Governments” (59 FR 22951), Executive
Order 13175 and the Department of the
Interior’s manual at 512 DM 2, we

readily acknowledge our responsibility
to communicate meaningfully with
federally recognized tribes on a
government-to-government basis. We
have evaluated possible effects on
federally recognized Indian tribes and
have determined that there are no
effects.

Energy Supply, Distribution or Use

On May 18, 2001, the President issued
Executive Order 13211 on regulations
that significantly affect energy supply,
distribution, and use. Executive Order
13211 requires agencies to prepare
Statements of Energy Effects when
undertaking certain actions. Because
this rule is not a significant regulatory
action under Executive Order 12866 and
it only requires vessels to continue their
operation as they have in the past, it is
not expected to significantly affect
energy supplies, distribution, and use.
Therefore, this action is not a significant
energy action and no Statement of
Energy Effects is required.

References Cited

A complete list of all references cited
in this final rule is available upon
request from the Jacksonville Field
Office (see ADDRESSES section).

Author

The primary author of this document
is David Hankla (see ADDRESSES
section).

Authority

The authority to establish manatee
protection areas is provided by the
Endangered Species Act of 1973, as
amended (16 U.S.C. 1531 et seq.), and
the Marine Mammal Protection Act of
1972 (16 U.S.C. 1361-1407), as
amended.

List of Subjects in 50 CFR Part 17

Endangered and threatened species,
Exports, Imports, Reporting and
recordkeeping requirements,
Transportation.

Regulation Promulgation

m Accordingly, we amend part 17,
subchapter B of chapter I, title 50 of the
Code of Federal Regulations, as follows:

PART 17—[AMENDED]

m 1. The authority citation for part 17
continues to read as follows:
Authority: 16 U.S.C. 1361-1407; 16 U.S.C.

1531-1544; 16 U.S.C. 4201—-4245; Pub.L. 99—
625, 100 Stat. 3500; unless otherwise noted.

m 2. Amend § 17.108 by adding
paragraph (c)(15) as follows:

§17.108 List of designated manatee
protection areas.

* * * * *

(C) * % %

(15) The Pine Island-Estero Bay
Manatee Refuge. (i) Watercraft are
required to proceed at slow speed all
year in all waters of Matlacha Pass,
south of a line that bears 90° and 270°
from Matlacha Pass Green Channel
Marker “77” (approximate latitude
26°40°00” North, approximate longitude
82°06’00” West), and north of Pine
Island Road (State Road No. 78),
excluding:

(A) The portion of the marked
channel otherwise designated in
paragraph (c)(15)(iii) of this section;

(B) All waters of Buzzard Bay east and
northeast of a line beginning at a point
(approximate latitude 26°40°00” North,
approximate longitude 82°05"20” West)
on the southwest shoreline of an
unnamed mangrove island east of
Matlacha Pass Green Channel Marker
“77” and bearing 219° to the
northeasternmost point (approximate
latitude 26°39°58” North, approximate
longitude 82°05°23” West) of another
unnamed mangrove island, then
running along the eastern shoreline of
said island to its southeasternmost point
(approximate latitude 26°39’36” North,
approximate longitude 81°05'09” West),
then bearing 115° to the westernmost
point (approximate latitude 26°39’34”
North, approximate longitude 82°05’05”
West) of the unnamed mangrove island
to the southeast, then running along the
western shoreline of said island to its
southwesternmost point (approximate
latitude 26°3922” North, approximate
longitude 82°04'53” West), then bearing
123° to the northwesternmost point
(approximate latitude 26°39°21” North,
approximate longitude 82°04'52” West)
of an unnamed mangrove island, then
running along the western shoreline of
said island to its southeasternmost point
(approximate latitude 26°39°09” North,
approximate longitude 82°04'44” West),
then bearing 103° to the
northwesternmost point (approximate
latitude 26°39’08” North, approximate
longitude 82°04'41” West) of a
peninsula on the unnamed mangrove
island to the southeast, then running
along the southwestern shoreline of said
island to its southeasternmost point
(approximate latitude 26°38’51” North,
approximate longitude 82°04'18” West),
then bearing 99° to the southernmost
point (approximate latitude 26°38’50”
North, approximate longitude 82°04'03”
West) of the unnamed mangrove island
to the east, then bearing 90° to the line’s
terminus at a point (approximate
latitude 26°38’50” North, approximate



18286

Federal Register/Vol. 69, No. 67/Wednesday, April 7, 2004/Rules and Regulations

longitude 82°03'55” West) on the eastern
shoreline of Matlacha Pass; and

(C) All waters of Pine Island Creek
and Matlacha Pass north of Pine Island
Road (State Road No. 78) and west and
southwest of a line beginning at a point
(approximate latitude 26°39°29” North,
approximate longitude 82°06"29” West)
on the western shoreline of Matlacha
Pass and bearing 160° to the
westernmost point (approximate
latitude 26°3925” North, approximate
longitude 82°06°28” West) of an
unnamed island, then running along the
western shoreline of said island to its
southernmost point (approximate
latitude 26°39°18” North, approximate
longitude 82°06’24” West), then bearing
128° to the northernmost point
(approximate latitude 26°39'12” North,
approximate longitude 82°06"17” West)
of an unnamed mangrove island to the
south, then running along the eastern
shoreline of said island to its
southeasternmost point (approximate
latitude 26°39°00” North, approximate
longitude 82°06’09” West), then bearing
138° to a point (approximate latitude
26°38’45” North, approximate longitude
82°05’53” West) on the northern
shoreline of Bear Key, then running
along the northern shoreline of Bear Key
to its easternmost point (approximate
latitude 26°38’44” North, approximate
longitude 82°05’46” West), then bearing
85° to the westernmost point
(approximate latitude 26°38'45” North,
approximate longitude 82°05'32” West)
of Deer Key, then running along the
northern shoreline of Deer Key to its
easternmost point (approximate latitude
26°38’46” North, approximate longitude
82°05'22” West), then bearing 103° to
the northwesternmost point
(approximate latitude 26°38’45” North,
approximate longitude 82°05"17” West)
of the unnamed mangrove island to the
east, then running along the western
shoreline of said island to its
southernmost point (approximate
latitude 26°38”30” North, approximate
longitude 82°05'04” West), then bearing
106° to the westernmost point
(approximate latitude 26°38’30” North,
approximate longitude 82°04'57” West)
of the unnamed island to the southeast,
then running along the northern and
eastern shorelines of said island to a
point (approximate latitude 26°38"23”
North, approximate longitude 82°04’51”
West) on its eastern shoreline, then
bearing 113° to the northernmost point
of West Island (approximate latitude
26°38'21” North, approximate longitude
82°0437” West), then running along the
western shoreline of West Island to the
point where the line intersects Pine
Island Road (State Road No. 78).

(ii) Watercraft are required to proceed
at slow speed all year in all waters of
Matlacha Pass, St. James Creek, and San
Carlos Bay, south of Pine Island Road
(State Road No. 78), north of a line 500
feet northwest of and parallel to the
main marked channel of the Intracoastal
Waterway, west of a line that bears 302°
from Intracoastal Waterway Green
Channel Marker “99” (approximate
latitude 26°31’00” North, approximate
longitude 82°00’52” West), and east of a
line that bears 360° from Intracoastal
Waterway Red Channel Marker “10”
(approximate latitude 26°29°16” North,
approximate longitude 82°03’35” West),
excluding:

(A) The portions of the marked
channels otherwise designated in
paragraphs (c)(15) (iv) and (v) of this
section;

(B) All waters of Matlacha Pass south
of Pine Island Road (State Road No. 78)
and west of the western shoreline of
West Island and a line beginning at the
southernmost point (approximate
latitude 26°3725” North, approximate
longitude 82°04’17” West) of West
Island and bearing 149° to the
northernmost point (approximate
latitude 26°37’18” North, approximate
longitude 82°04’12” West) of the
unnamed mangrove island to the south,
then running along the eastern shoreline
of said island to its southernmost point
(approximate latitude 26°36’55” North,
approximate longitude 82°04°02” West),
then bearing 163° to the line’s terminus
at a point (approximate latitude
26°36744” North, approximate longitude
82°03’58” West) on the eastern shoreline
of Little Pine Island;

(C) All waters of Matlacha Pass,
Pontoon Bay, and associated
embayments south of Pine Island Road
(State Road No. 78) and east of a line
beginning at a point (approximate
latitude 26°38’12” North, approximate
longitude 82°03'46” West) on the
northwestern shoreline of the
embayment on the east side of Matlacha
Pass, immediately south of Pine Island
Road and then running along the eastern
shoreline of the unnamed island to the
south to its southeasternmost point
(approximate latitude 26°37°30” North,
approximate longitude 82°03'22” West),
then bearing 163° to the
northwesternmost point of the unnamed
island to the south, then running along
the western shoreline of said island to
its southernmost point (approximate
latitude 26°37°15” North, approximate
longitude 82°03’15” West), then bearing
186° to the line’s terminus at a point
(approximate latitude 26°37°10” North,
approximate longitude 82°03’16” West)
on the eastern shoreline of Matlacha
Pass;

(D) All waters of Pine Island Creek
south of Pine Island Road (State Road
No. 78); and all waters of Matlacha Pass,
Rock Creek, and the Mud Hole, west of
a line beginning at a point (approximate
latitude 26°33’52” North, approximate
longitude 82°04’53” West) on the
western shoreline of Matlacha Pass and
bearing 22° to a point (approximate
latitude 26°34’09” North, approximate
longitude 82°04’45” West) on the
southern shoreline of the unnamed
island to the northeast, then running
along the southern and eastern
shorelines of said island to a point
(approximate latitude 26°34’15” North,
approximate longitude 82°04’39” West)
on its northeastern shoreline, then
bearing 24° to a point (approximate
latitude 26°3421” North, approximate
longitude 82°04’36” West) on the
southern shoreline of the large unnamed
island to the north, then running along
the southern and eastern shorelines of
said island to a point (approximate
latitude 26°34’31” North, approximate
longitude 82°04’29” West) on its eastern
shoreline, then bearing 41° to the
southernmost point (approximate
latitude 26°34’39” North, approximate
longitude 82°04’22” West) of another
unnamed island to the northeast, then
running along the eastern shoreline of
said island to its northwesternmost
point (approximate latitude 26°35"22”
North, approximate longitude 82°04’07”
West), then bearing 2° to the
southernmost point (approximate
latitude 26°3532” North, approximate
longitude 82°04’07” West) of the
unnamed island to the north, then
running along the eastern shoreline of
said island to its northernmost point
(approximate latitude 26°35’51” North,
approximate longitude 82°03'59” West),
then bearing 353° to the line’s terminus
at a point (approximate latitude
26°36’08” North, approximate longitude
82°04’01” West) on the eastern shoreline
of Little Pine Island; and

(E) All waters of Punta Blanca Bay
and Punta Blanca Creek, east of the
eastern shoreline of Matlacha Pass and
east and north of the eastern and
northern shorelines of San Carlos Bay.

(iii) Watercraft may not exceed 25
miles per hour, all year, in all waters
within the main marked channel in
Matlacha Pass south of Green Channel
Marker “77” (approximate latitude
26°40°00” North, approximate longitude
82°06’00” West) and north of a line
perpendicular to the channel at a point
in the channel ¥4 mile northwest of the
Pine Island Road Bridge (State Road No.
78).

(iv) Watercraft may not exceed 25
miles per hour, all year, in all waters
within the main marked channel in
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Matlacha Pass south of a line
perpendicular to the channel at a point
in the channel /4 mile southeast of the
Pine Island Road Bridge (State Road No.
78), and north of a line 500 feet
northwest of and parallel to the main
marked channel of the Intracoastal
Waterway (just north of Green Channel
Marker “1”).

(v) Watercraft may not exceed 25
miles per hour, all year, in all waters
within the marked channel in Matlacha
Pass that intersects the main Matlacha
Pass channel near Green Channel
Marker “15” (approximate latitude
26°31’57” North, approximate longitude
82°03’38” West) and intersects the main
marked channel of the Intracoastal
Waterway near Green Channel Marker
“101” (approximate latitude 26°30"39”
North, approximate longitude 82°01°00”
West).

(vi) Watercraft are required to proceed
at slow speed from April 1 through
November 15 in all canals and boat
basins of St. James City and the waters
known as Long Cut and Short Cut; and
all waters of Pine Island Sound and San
Carlos Bay south of a line beginning at
the southernmost tip (approximate
latitude 26°3128” North, approximate
longitude 82°06"19” West) of a mangrove
peninsula on the western shore of Pine
Island approximately 2200 feet north of
Galt Island and bearing 309° to the
southeasternmost point (approximate
latitude 26°31°32” North, approximate
longitude 82°06’25” West) of another
mangrove peninsula, then running along
the southern shoreline of said peninsula
to its southwesternmost point
(approximate latitude 26°31°40” North,
approximate longitude 82°06"38” West),
then bearing 248° to a point
(approximate latitude 26°31°40” North,
approximate longitude 82°06’39” West)
on the eastern shoreline of an unnamed
mangrove island, then running along the
southern shoreline of said island to its
southwesternmost point (approximate
latitude 26°31’39” North, approximate
longitude 82°06"44” West), then bearing
206° to the line’s terminus at the
northernmost point of the Mac Keever
Keys (approximate latitude 26°31'09”
North, approximate longitude 82°07°09”
West), east of a line beginning at said
northernmost point of the Mac Keever
Keys and running along and between
the general contour of the western
shorelines of said keys to a point
(approximate latitude 26°30°27” North,
approximate longitude 82°07°08” West)
on the southernmost of the Mac Keever
Keys, then bearing 201° to a point
(approximate latitude 26°30°01” North,
approximate longitude 82°07°19” West)
approximately 150 feet due east of the
southeasternmost point of Chino Island,

then bearing approximately 162° to Red
Intracoastal Waterway Channel Marker
“22” (approximate latitude 26°28’57”
North, approximate longitude 82°06’55”
West), then bearing approximately 117°
to the line’s terminus at Red Intracoastal
Waterway Channel Marker “20”
(approximate latitude 26°28°45” North,
approximate longitude 82°06"38” West),
north of a line beginning at said Red
Intracoastal Waterway Channel Marker
“20”” and bearing 86° to a point
(approximate latitude 26°28’50” North,
approximate longitude 82°05'48” West)
/4 mile south of York Island, then
running parallel to and V4 mile south of
the general contour of the southern
shorelines of York Island and Pine
Island to the line’s terminus at a point
on a line bearing 360° from Red
Intracoastal Waterway Channel Marker
“10” (approximate latitude 26°29"16”
North, approximate longitude 82°0335”
West), and west and southwest of the
general contour of the western and
southern shorelines of Pine Island and
a line that bears 360° from said Red
Intracoastal Waterway Channel Marker
“10,” excluding the portion of the
marked channel otherwise designated in
paragraph (c)(15)(vii) of this section.

(vii) Watercraft may not exceed 25
miles per hour from April 1 through
November 15 in all waters of the marked
channel that runs south of the power
lines from the Cherry Estates area of St.
James City into Pine Island Sound, east
of the western boundary of the zone
designated in 17.108(c)(15)(vi), and west
of a line perpendicular to the power
lines that begins at the easternmost
point (approximate latitude
26°30°25” North, approximate longitude
82°06'15” West) of the mangrove island
on the north side of the power lines
approximately 1800 feet southwest of
the Galt Island Causeway.

(viii) Watercraft are required to
proceed at slow speed all year in all
waters of San Carlos Bay and Punta
Rassa Cove east of a line that bears 352°
from the northernmost tip of the
northern peninsula on Punta Rassa
(approximate latitude 26°29°44” North,
approximate longitude 82°00°33” West),
and south of a line that bears 122° from
Intracoastal Waterway Green Channel
Marker “99” (approximate latitude
26°31°00” North, approximate longitude
82°00'52” West), including all waters of
Shell Creek and associated waterways.

(ix) Watercraft are required to proceed
at slow speed all year in all waters of
San Carlos Bay and the Caloosahatchee
River, including the residential canals of
Cape Coral, northeast of a line that bears
302° and 122° from Intracoastal
Waterway Green Channel Marker “99”
(approximate latitude 26°31°00” North,

approximate longitude 82°00'52” West),
west of a line that bears 346° from
Intracoastal Waterway Green Channel
Marker “93” (approximate latitude
26°31’37” North, approximate longitude
81°59’46” West), and north and
northwest of the general contour of the
northwestern shoreline of Shell Point
and a line that bears approximately 74°
from the northernmost tip (approximate
latitude 26°31’31” North, approximate
longitude 81°59’57” West) of Shell Point
to said Intracoastal Waterway Green
Channel Marker “93,” excluding the
Intracoastal Waterway between markers
“93”” and “99” (which is already
designated as a Federal manatee
protection area, requiring watercraft to
proceed at slow speed, and is not
impacted by this rulemaking).

(x) Watercraft are required to proceed
at slow speed from April 1 through
November 15 and at not more than 25
miles per hour the remainder of the year
in all waters of Hell Peckney Bay
southeast of Hurricane Bay, northeast of
the northern shorelines of Julies Island
and the unnamed island immediately
northwest of Julies Island and a line that
bears 312° from the northwesternmost
point of Julies Island (approximate
latitude 26°26”37” North, approximate
longitude 81°54’57” West), northwest of
Estero Bay, and southwest of a line
beginning at the southernmost point
(approximate latitude 26°27°23” North,
approximate longitude 81°55"11” West)
of an unnamed mangrove peninsula in
northwest Hell Peckney Bay and bearing
191° to the northernmost point
(approximate latitude 26°27°19” North,
approximate longitude 81°55"11” West)
of an unnamed mangrove island, then
running along the northern shoreline of
said island to its southeasternmost point
(approximate latitude 26°27°11” North,
approximate longitude 81°55°05” West),
then bearing 115° to a point
(approximate latitude 26°27°03” North,
approximate longitude 81°54'47” West)
on the northwest shoreline of an
unnamed mangrove island, then
running along the northern shoreline of
said island to its northeasternmost point
(approximate latitude 26°27°02” North,
approximate longitude 81°54’33” West),
and then bearing 37° to the line’s
terminus at the westernmost point of an
unnamed mangrove peninsula in
eastern Hell Peckney Bay.

(xi) Watercraft are required to proceed
at slow speed from April 1 through
November 15 and at not more than 25
miles per hour the remainder of the year
in all waters of Hendry Creek south of
a line that bears 270° from a point
(approximate latitude 26°28’40” North,
approximate longitude 81°52'56” West)
on the eastern shoreline of Hendry
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Creek; and all waters of Estero Bay
southeast and east of Hell Peckney Bay,
a line that bears 340° from a point
(approximate latitude 26°25'56” North,
approximate longitude 81°54’25” West)
on the northern tip of an unnamed
mangrove peninsula on the northeastern
shoreline of Estero Island, and the
northern shoreline of Estero Island,
south of Hendry Creek and a line that
bears 135° and 315° from Red Channel
Marker “18” (approximate latitude
26°27’46” North, approximate longitude
81°52’00” West) in Mullock Creek, and
north of a line that bears 72° from the
northernmost point (approximate
latitude 26°24722” North, approximate
longitude 81°52'34” West) of Black
Island, including the waters of
Buccaneer Lagoon at the southern end
of Estero Island, but excluding:

(A) The portions of the marked
channels otherwise designated in
paragraph (c)(15)(xiii) of this section;

(B) The Estero River; and

(C) To waters of Big Carlos Pass east
of a line beginning at a point
(approximate latitude 26°24'34” North,
approximate longitude 81°53'05” West)
on the eastern shoreline of Estero Island
and bearing 36° to a point (approximate
latitude 26°24740” North, approximate
longitude 81°53'00” West) on the
southern shoreline of Coon Key, south
of a line beginning at a point
(approximate latitude 26°24'36” North,
approximate longitude 81°52’30” West)
on the eastern shoreline of Coon Key
and bearing 106° to a point
(approximate latitude 26°24’39” North,
approximate longitude 81°52’34” West)
on the southwestern shoreline of the
unnamed mangrove island north of
Black Island, and west of a line
beginning at a point (approximate
latitude 26°24’36” North, approximate
longitude 81°52’30” West) on the
southern shoreline of said unnamed
mangrove island north of Black Island
and bearing 192° to the northernmost
point (approximate latitude 26°24'22”
North, approximate longitude 81°52"34”
West) of Black Island.

(xii) Watercraft are required to
proceed at slow speed from April 1
through November 15 and at not more
than 25 miles per hour the remainder of
the year in all waters of Estero Bay and
Big Hickory Bay south of a line that
bears 72° from the northernmost point
(approximate latitude 26°24’22” North,
approximate longitude 81°52"34” West)
of Black Island, east of the centerline of
State Road No. 865 (but including the
waters of the embayment on the eastern
side of Black Island and the waters
inshore of the mouth of Big Hickory
Pass that are west of State Road No.

865), and north of a line that bears 90°
from a point (approximate latitude
26°2051” North, approximate longitude
81°50’33” West) on the eastern shoreline
of Little Hickory Island, excluding
Spring Creek and the portions of the
marked channels otherwise designated
under 17.108 (c)(15)(xiii) and the
portion of Hickory Bay designated in
paragraph (c)(15)(xiii) of this section.

(xiii) Watercraft may not exceed 25
miles per hour all year in:

(A) All waters of Big Hickory Bay
north of a line that bears 90° from a
point (approximate latitude 26°20°51”
North, approximate longitude 81°50"33”
West) on the eastern shoreline of Little
Hickory Island, west of a line beginning
at a point (approximate latitude
26°20748” North, approximate longitude
81°50’24” West) on the southern
shoreline of Big Hickory Bay and
bearing 338( to a point (approximate
latitude 26°21°39” North, approximate
longitude 81°50°48” West) on the water
in the northwestern end of Big Hickory
Bay near the eastern end of Broadway
Channel, south of a line beginning at
said point on the water in the
northwestern end of Big Hickory Bay
and bearing 242( to the northernmost
point (approximate latitude 26°21’3”
North, approximate longitude 81°50°50”
West) of the unnamed mangrove island
south of Broadway Channel, and east of
the eastern shoreline of said mangrove
island and a line beginning at the
southernmost point of said island
(approximate latitude 26°21°07” North,
approximate longitude 81°50'58” West)
and bearing 167( to a point on Little
Hickory Island (approximate latitude
26°21’03” North, approximate longitude
81°50'57” West);

(B) All waters of the main marked
North-South channel in northern Estero
Bay from Green Channel Marker “37”
(approximate latitude 26°26’02” North,
approximate longitude 81°54’29” West)
to Green Channel Marker “57”
(approximate latitude 26°25’08” North,
approximate longitude 81°53'29” West);

(C) All waters of the main marked
North-South channel in southern Estero
Bay south of a line beginning at a point
(approximate latitude 26°24’36” North,
approximate longitude 81°5230” West)
on the southern shoreline of the
unnamed mangrove island north of
Black Island and bearing 192° to the
northernmost point (approximate
latitude 26°24’22” North, approximate
longitude 81°52’34” West) of Black
Island, and north and east of Red
Channel Marker “62” (approximate
latitude 26° 21°31” North, approximate
longitude 81° 51"20” West) in Broadway
Channel;

(D) All waters within the portion of
the marked channel leading to the Gulf
of Mexico through New Pass, west of the
North-South channel and east of State
Road No. 865; all waters of the marked
channel leading to Mullock Creek north
of a line beginning at a point
(approximate latitude 26°24'36” North,
approximate longitude 81°52’30” West)
on the eastern shoreline of Coon Key
and bearing 106° to a point
(approximate latitude 26°24'39” North,
approximate longitude 81°52’34” West)
on the southwestern shoreline of the
unnamed mangrove island north of
Black Island, and south of Red Channel
Marker “18” (approximate latitude
26°27’46” North, approximate longitude
81°52’00” West);

(E) All waters of the marked channel
leading from the Mullock Creek Channel
to the Estero River, west of the mouth
of the Estero River. (This designation
only applies if a channel is marked in
accordance with permits issued by all
applicable state and federal authorities.
In the absence of a properly permitted
channel, this area is as designated under
paragraph (c)(15)(xi) of this section);

(F) All waters of the marked channel
commonly known as Alternate Route
Channel, with said channel generally
running between Channel Marker “1”
(approximate latitude 26°24’29” North,
approximate longitude 81°51’53” West)
and Channel Marker “10” (approximate
latitude 26°24’00” North, approximate
longitude 81°51°09” West);

(G) All waters of the marked channel
commonly known as Coconut Channel,
with said channel generally running
between Channel Marker “1”
(approximate latitude 26°23'44” North,
approximate longitude 81°50'55” West)
and Channel Marker “23” (approximate
latitude 26°24’00” North, approximate
longitude 81°50°30” West);

(H) All waters of the marked channel
commonly known as Southern Passage
Channel, with said channel generally
running between Channel Marker “1”
(approximate latitude 26°22°58” North,
approximate longitude 81°51'57” West)
and Channel Marker “22” (approximate
latitude 26°23"27” North, approximate
longitude 81°50°46” West); and

(I) All waters of the marked channel
leading from the Southern Passage
Channel to Spring Creek, west of the
mouth of Spring Creek.

(xiv) Maps of the Pine Island-Estero
Bay Manatee Refuge follow:
BILLING CODE 4310-55-P
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Dated: March 30, 2004.
Paul Hoffman,

Acting Assistant Secretary for Fish and
Wildlife and Parks.

[FR Doc. 04-7828 Filed 4-6—04; 8:45 am]
BILLING CODE 4310-55-C

DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

50 CFR Part 648

[Docket No0.040212056—-4101-02; I.D.
020604B]

RIN 0648—AR89

Fisheries of the Northeastern United
States; Monkfish Fishery

AGENCY: National Marine Fisheries
Service (NMFS), National Oceanic and
Atmospheric Administration (NOAA),
Commerce.

ACTION: Final rule.

SUMMARY: NMFS implements measures
to establish target total allowable catch
(TAC) levels for the monkfish fishery for
the 2004 fishing year (FY), and adjust
trip limits and days-at-sea (DAS) for
limited access monkfish vessels fishing
in the Southern Fishery Management
Area (SFMA) based upon the target TAC
setting and trip limit and DAS
adjustment methods established in
Framework Adjustment 2 (Framework
2) to the Monkfish Fishery Management
Plan (FMP). Based on these methods,
this final rule establishes FY 2004 target
TACs of 16,968 mt for the Northern
Fishery Management Area (NFMA), and
6,772 mt for the SFMA; adjusts the trip
limits for vessels fishing in the SFMA to
550 1b (250 kg) tail weight per DAS for
limited access Category A and C vessels,
and 450 1b (204 kg) tail weight per DAS
for limited access Category B and D
vessels; and restricts the FY 2004 DAS
available for monkfish limited access
vessels fishing in the SFMA to 28 DAS.
DATES: Effective May 7, 2004.
ADDRESSES: Copies of the Regulatory
Impact Review (RIR), Initial Regulatory
Flexibility Analysis (IRFA), and Final
Regulatory Flexibility Analysis (FRFA)
prepared for this action are available
upon request from Patricia A. Kurkul,
Regional Administrator, NMFS,
Northeast Region, One Blackburn Drive,
Gloucester, MA 01930-2298. Copies of
the Environmental Assessment (EA)
prepared for Framework Adjustment 2
to the FMP are available upon request
from Paul Howard, Executive Director,
New England Fishery Management

Council, 50 Water Street, Newburyport,
MA 01950.

FOR FURTHER INFORMATION CONTACT:
Allison Ferreira, Fishery Policy Analyst,
(978) 281-9103, fax (978) 281-9135, e-
mail Allison.Ferreira@noaa.gov.
SUPPLEMENTARY INFORMATION:

Background

The monkfish fishery is jointly
managed by the New England Fishery
Management Council (NEFMC) and the
Mid-Atlantic Fishery Management
Council (MAFMC), with the NEFMC
having the administrative lead.
Framework Adjustment 2, which
became effective on May 1, 2003 (68 FR
22325; April 28, 2003), implemented a
target TAC setting method that is based
upon the relationship between the 3—
year running average of the NMFS fall
trawl survey biomass index (3—year
average biomass index) and established
annual biomass index targets (annual
index target). The annual index targets
are based on 10 equal increments
between the 1999 biomass index (the
start of the rebuilding program) and the
biomass target (Btarget), which is to be
achieved by 2009 according to the
rebuilding plan established in the FMP.
According to this method, annual target
TACGs are set based on the ratio of the
observed biomass index to the annual
index target applied to the monkfish
landings for the previous fishing year.

A proposed rule was published in the
Federal Register on February 24, 2004
(69 FR 8364), with public comment
accepted through March 10, 2004. The
measures contained in this final rule are
unchanged from those published in the
proposed rule. A complete discussion of
the methods used to establish the target
TAGs, trip limits, and DAS restrictions
for FY 2004 appeared in the preamble
to the proposed rule and is not repeated
here.

This action establishes annual target
TACs of 16,968 mt for the NFMA, and
6,772 mt for the SFMA for FY 2004. In
addition, this action adjusts the trip
limits for vessels fishing in the SFMA to
550 1b (250 kg) tail weight per DAS for
limited access Category A and C vessels,
and 450 1b (204 kg) tail weight per DAS
for limited access Category B and D
vessels. In order to prevent exceeding
the target TAC for the SFMA, this action
restricts the FY 2004 DAS available for
monkfish limited access vessels fishing
in the SFMA to 28 DAS, although the
remaining 12 DAS could be fished in
the NFMA under the regulations
applicable to that area.

The target TAC setting process, and
the trip limit and DAS adjustment
procedures established in Framework 2

cannot be changed by this action. A
change to these procedures would
require further action on behalf of the
NEFMC and MAFMC (Councils) in the
form of a framework adjustment, or an
amendment to the FMP, both of which
are public processes. The regulations
governing framework adjustments to the
FMP, specified at § 648.96(c)(3), require
at least one initial meeting of the
Monkfish Oversight Committee
(Committee) or one of the Councils, and
at least two Council meetings, one at
each Council. Because this action
follows the annual adjustment
procedures for the monkfish fishery,
specified under § 648.96(b), such
meetings are not required, and,
therefore, were not conducted.

Comments and Responses

Three public comments were received
on the proposed rule.

Comment 1: One commenter
requested that NMFS reduce the target
TAC for the NFMA and SFMA to 8,000
mt and 3,000 mt, respectively, and
continue to reduce the target TACs for
each area by 10 percent in each
subsequent year.

Response: Framework 2 specified a
target TAC setting method based upon
a series of annual biomass index targets
that gradually increase to achieve the
Btarget established in the FMP. This
process, developed by the Council and
approved by NMFS, complies with the
rebuilding goals of the FMP. To reduce
the target TACs below those generated
through this target TAC setting method
would not allow for harvesting at
optimum yield and is not an option
authorized under existing regulations
specifying the annual adjustment
process for setting target TACs.

Comment 2: NMFS received two
letters expressing lack of support for the
reduction in DAS available for vessels
fishing in the SFMA. These letters also
contained additional comments relating
to the proposed DAS reduction. In one
letter, the commenter stated that the
estimated economic impact of 27—
percent reduction in vessel revenue for
vessels from MA and NJ that fish only
in the SFMA is unreasonable, given that
the management measures for the
NFMA have gone unchanged each year.
In the second letter, the commenter
requested that NMFS utilize information
from the 2003 FY, once this information
is available, to conduct an additional
DAS analysis for the purpose of
developing and implementing a separate
action that would readjust DAS in the
SFMA during the 2004 FY.

Response: In addition to
implementing target TAC setting
procedures, Framework 2 also
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established a trip limit and DAS
adjustment process that utilizes
information from the most recent
complete fishing year at the time the
target TACs are determined. For this
action, FY 2002 is the most recent
fishing year and, thus, represents the
best scientific information available.
Similar to the target TAC setting
procedures, the trip limit and DAS
adjustment process established in
Framework 2 is codified in the
regulations. This process was
established in order to prevent the
annual target TACs from being
exceeded, helping ensure that the stock
rebuilding objective of the FMP is
achieved. A modification to this
regulation is outside the scope of the
current rulemaking.

As noted in the preamble to the
proposed rule, the 3—year average
biomass index for the NFMA (2.03 kg/
tow) is 36 percent above the annual
index target for 2003 (1.49 kg/tow).
Thus, monkfish stock biomass in the
NFMA is steadily increasing, and is well
above the biomass threshold (Bureshola)
of 1.25 kg/tow for the NFMA, which is
used to determine if the stock is
overfished. Furthermore, reductions in
Northeast (NE) multispecies DAS
allocations that are expected beginning
May 1, 2004, under Amendment 13 to
the NE Multispecies FMP, will impact
the ability of limited access monkfish
vessels to target monkfish in the NFMA.
Because stock biomass is increasing,
and because measures in the NE
multispecies fishery restrict the ability
of limited access monkfish vessels to
target monkfish in the NFMA, NMFS
has determined that the implementation
of a trip limit or reductions in DAS are
unnecessary for the NFMA in order to
prevent the target TAC from being
exceeded.

Classification

The Administrator, Northeast Region,
NMFS (Regional Administrator),
determined that this action to establish
target TAGCs, trip limits, and DAS
restrictions for the 2004 monkfish
fishery is necessary for the conservation
and management of the monkfish
fishery, and that it is consistent with the
Magnuson-Stevens Fishery
Conservation and Management Act
(Magnuson-Stevens Act) and other
applicable law.

The EA for Framework 2 contained a
complete analysis of the target TAC
setting method being utilized in this
action to established target TACs, trip
limits, and DAS restrictions for FY
2004. In addition, the EA contained an
analysis of the impacts of a range of
potential target TACs for FY 2004. This

action updates the previous Finding of
No Significant Impact (FONSI)
statement contained in the EA for
Framework 2, and signed on April 21,
2003, with a new FONSI that references
updated information on the monkfish
fishery, including the target TACs, trip
limits, and DAS restrictions for FY
2004. The updated FONSI states that
this action does not change the
circumstances under which the
previous EA was prepared, and that all
of the information and analysis
contained in the EA for Framework 2
are applicable to this action.
Furthermore, the updated FONSI states
that this action does not change the
determinations made in the EA for
Framework 2.

This final rule has been determined to
be not significant for purposes of
Executive Order 12866.

Pursuant to 5 U.S.C. 604(a) of the
Regulatory Flexibility Act (RFA), NMFS
prepared an FRFA for this action, which
incorporates the IRFA, any comments
on the IRFA and the responses to those
comments, and a summary of the
analyses prepared in support of this
final rule. Copies of the FRFA and IRFA
are available from the Regional
Administrator (see ADDRESSES). The
preamble of the proposed rule included
a detailed summary of the analyses
contained in the IRFA, and that
discussion is not repeated here in its
entirety. A summary of the FRFA is
provided in the following paragraphs.

A description of the reasons why
action by the agency is being taken and
the objectives of this action are
explained in the preamble of the
proposed rule and this final rule and are
not repeated here. This action does not
contain any reporting, recordkeeping, or
other compliance requirements. This
action is taken under the authority of
the Magnuson-Stevens Act and
regulations at 50 CFR part 648.

Public Comments

Three public comments were received
on the proposed rule, but only one
comment referenced the economic
impacts of the proposed measures. This
comment is summarized and responded
to under Comment 2 in the Comments
and Responses section of the preamble
of this final rule. No changes to the
proposed regulations are necessary as a
result of this comment because the
target TAC setting process, and the trip
limit and DAS adjustment process, are
not subject to modification. Thus, the
economic impacts of this final rule are
unavoidable.

Number of Small Entities Impacted

This action would impact
approximately 390 monkfish vessels
that fish all or part of the fishing year
in the SFMA, based on vessel activity
reports for the 2002 FY. All of the these
vessels are considered small entities
under the Small Business
Administration’s size standards for
small fishing businesses ($3.5 million in
gross sales).

Minimizing Economic Impacts on Small
Entities

The target TAC setting alternative
adopted in Framework 2 to the FMP,
and utilized in this action, is less
precautionary than the other
alternatives considered in Framework 2,
but minimizes impacts to small entities
to the greatest extent. This target TAC
setting method minimizes impacts to
small entities because it maximizes
benefits to the fishing industry by
providing the NEFMC and MAFMC
(Councils) with the ability to increase
the target TAC in response to an
increase in monkfish stock biomass, in
the absence of a reliable estimate of
fishing mortality (F), but with a cap on
that increase.

The target TAC setting method is
narrowly prescribed and provides little
legal latitude in considering other
alternatives or associated management
measures. The annual target TAC setting
method established in Framework 2 is
based on a formula that integrates an
annual biomass index target with the 3—
year running average of the NMFS fall
trawl survey and the monkfish landings
for the previous fishing year. Therefore,
the setting of target TACs using this
method is non-discretionary. Another
option, considered but rejected by the
Councils in Framework 2, for
establishing 2004 target TACs would
use current F in relation to the fishing
mortality threshold (Finreshoia). This
option was determined to be
unreasonable because current estimates
of F are too imprecise to set target TACs
and make a status determination
regarding overfishing. Framework 2 also
established a formulaic method for
adjusting trip limits and DAS for the
SFMA based on the target TACs. Thus,
there are no alternatives to the trip
limits and DAS restrictions that can be
legally implemented for the SFMA in
this action.

Based upon available data, NMFS
estimated the average economic impact
on vessels that fish only in the NFMA,
those that fish in both management
areas, and those that fish exclusively in
the SFMA. According to this analysis,
under this final rule, vessels fishing
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exclusively in the NFMA will not be
affected by reduced trip limits and DAS
restrictions proposed for the SFMA. The
average impact of this action on vessels
that fish in both the NFMA and SFMA
was estimated to be less than a 1—
percent reduction in net pay to crew or
net return to the vessel. This low level
of impact suggests that vessels that fish
in both management areas
predominantly fished in the NFMA, at
least during FY 2002. The average
impact on vessels that fish exclusively
in the SFMA was about an 18—percent
reduction in returns to the vessel owner
and a 22—percent reduction in net pay
to crew. Average impacts by state
exhibit substantial variability from no
impact on vessels from NC to a
reduction in average vessel net return of
27 percent for vessels in MA and NJ.
Furthermore, the per-trip average return
on monkfish trips is estimated to be
reduced by 25 percent as a result of this
action. This means that, on average, a
monkfish trip fished in the SFMA
would produce 25 percent less income
toward fixed costs, debt, and owner
profit under the FY 2004 trip limits.
Similarly, net pay per crew member
would be reduced by an average of 22
percent. The economic impacts of this
final rule are necessary to ensure the
continued rebuilding of the monkfish
stock in the SFMA. Based on the most
recent 3—year running average biomass
index from the NMFS fall trawl survey,
the monkfish stock in the SFMA is no
longer overfished. However, the current
biomass index is 8.9—percent below the
annual biomass index target for 2003
established in Framework 2. Therefore,
a reduction in the target TAC for the
SFMA is required. In addition, a
reduction in monkfish trip limits and
implementation of DAS restrictions for
vessels fishing in the SFMA are required
in order to ensure that the reduced
target TAC for this area is not exceeded.

Small Entity Compliance Guide

Section 212 of the Small Business
Regulatory Enforcement Fairness Act of
1996 states that, for each rule or group
of related rules for which an agency is

required to prepare a FRFA, the agency
shall publish one or more guides to
assist small entities in complying with
the rule, and shall designate such
publications as “small entity compliance
guides.” The agency shall explain the
actions a small entity is required to take
to comply with a rule or group of rules.
As part of this rulemaking process, a
small entity compliance guide was
prepared. The guide will be sent to all
vessels issued a limited access monkfish
permit, and to all Federal dealers issued
a monkfish permit. In addition, copies
of this final rule and guide (i.e., permit
holder letter) are available from the
Regional Administrator (see ADDRESSES)
and are also available at the following
web site: http://www.nmfs.gov/ro/doc/
nero.html.

List of Subjects in 50 CFR Part 648

Fisheries, Fishing, Reporting and
recordkeeping requirements.

Dated: April 1, 2004.
Rebecca Lent,
Deputy Assistant Administrator for
Regulatory Programs, National Marine
Fisheries Service.
m For the reasons set out in the
preamble, 50 CFR part 648 is amended
as follows:

PART 648—FISHERIES OF THE
NORTHEASTERN UNITED STATES

m 1. The authority citation for part 648
continues to read as follows:

Authority: 16 U.S.C. 1801 et seq.
m 2. In § 648.92, paragraph (b)(1) is
revised to read as follows:

§648.92 Effort-control program for
monkfish limited access vessels.
* * * * *

(b) * % %

(1) Limited access monkfish permit
holders.—(i) General provisions. All
limited access monkfish permit holders
shall be allocated 40 monkfish DAS
each fishing year to be used in
accordance with the restrictions of this
paragraph (b), unless modified by
paragraph (b)(1)(ii) of this section
according to the provisions specified at
§648.96(b)(3). Limited access NE

multispecies and limited access sea
scallop permit holders who also possess
a valid limited access monkfish permit
must use a NE multispecies or sea
scallop DAS concurrently with their
monkfish DAS, except as provided in
paragraph (b)(2) of this section, unless
otherwise specified under this subpart
F.

(ii) FY 2004 DAS restrictions for
vessels fishing in the SFMA. For the
2004 fishing year, limited access
monkfish vessels may fish only 28 of
their 40 monkfish DAS allocation in the
SFMA. If a vessel does not possess a
valid letter of authorization from the
Regional Administrator to fish in the
NFMA as described in § 648.94(f),
NMFS will presume that any monkfish
DAS used was fished in the SFMA.

* * * * *

m 3. In § 648.94, paragraphs (b)(2) (i) and
(ii) are revised to read as follows:

§648.94 Monkfish possession and landing
restrictions.
* * * * *

(b) * % %

(2) * % %

(i) Category A and C vessels. Category
A and C vessels fishing under the
monkfish DAS program in the SFMA
may land up to 550 1b (250 kg) tail-
weight or 1,826 1b (828 kg) whole
weight of monkfish per monkfish DAS
(or any prorated combination of tail-
weight and whole weight based on the
conversion factor for tail-weight to
whole weight of 3.32), unless modified
pursuant to § 648.96(b)(2)(ii).

(ii) Category B and D vessels. Category
B and D vessels fishing under the
monkfish DAS program in the SFMA
may land up to 450 1b (204 kg) tail-
weight or 1,494 1b (678 kg) whole
weight of monkfish per monkfish DAS
(or any prorated combination of tail-
weight and whole weight based on the
conversion factor for tail-weight to
whole weight of 3.32), unless modified
pursuant to § 648.96(b)(2)(ii).

*

* * * *

[FR Doc. 04-7891 Filed 4-2-04; 2:28 pm]
BILLING CODE 3510-22-S
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This section of the FEDERAL REGISTER
contains notices to the public of the proposed
issuance of rules and regulations. The
purpose of these notices is to give interested
persons an opportunity to participate in the
rule making prior to the adoption of the final
rules.

FEDERAL RETIREMENT THRIFT
INVESTMENT BOARD

5 CFR Parts 1650, 1653, 1655 and 1690

Methods of Withdrawing Funds From
the Thrift Savings Plan; Court Orders
and Legal Processes Affecting Thrift
Savings Plan Accounts; Loan
Program; Thrift Savings Plan

AGENCY: Federal Retirement Thrift
Investment Board

ACTION: Proposed rule with request for
comments.

SUMMARY: The Executive Director of the
Federal Retirement Thrift Investment
Board (Board) proposes to amend the
court order regulations to remove
attorneys from the list of permissible
court order payees, and to require non-
English court orders to be accompanied
by a certified English translation. The
Executive Director proposes to revise
the TSP loan regulations to assess a
$50.00 fee on new TSP loans, permit a
participant to have a single general
purpose loan at any one time, and
implement a 60-day waiting period
between the date a loan is repaid and a
new loan application for a loan of the
same type will be accepted. Finally, the
Executive Director proposes to clarify
the TSP regulations pertaining to
powers of attorney documents,
guardianship orders, and
conservatorship orders.

DATES: Comments must be received on
or before May 7, 2004.

ADDRESSES: Comments may be sent to
Patrick J. Forrest, Federal Retirement
Thrift Investment Board, 1250 H Street,
NW., Washington, DC 20005. The
Board’s Fax number is (202) 942—-1676.
FOR FURTHER INFORMATION CONTACT:
Patrick J. Forrest on (202) 942-1661.
SUPPLEMENTARY INFORMATION: The Board
administers the TSP, which was
established by the Federal Employees’
Retirement System Act of 1986
(FERSA), Public Law 99-335, 100 Stat.
514. The TSP provisions of FERSA have
been codified, as amended, largely at 5

U.S.C. 8351 and 8401-79. The TSP is a
tax-deferred retirement savings plan for
Federal civilian employees and
members of the uniformed services. The
TSP is similar to cash or deferred
arrangements established for private-
sector employees under section 401(k)
of the Internal Revenue Code (26 U.S.C.
401(k)).

Court Orders

A state domestic relations court can
award a portion of a participant’s TSP
account “to another person” in an action
for divorce, annulment or legal
separation. 5 U.S.C. 8467(a). TSP court
order regulations interpret this
provision to permit a payment to the
spouse, former spouse, child, or
dependent of the participant, or to an
attorney for the spouse, former spouse,
child, or dependent of the participant. 5
CFR 1653.2(a)(4).

Section 401(k) plans are the private-
sector equivalents of the TSP and they
can be divided by qualified domestic
relations orders (QDRO) in domestic
relations actions. 26 U.S.C. 414(p); 29
U.S.C. 1056(d). Congress enacted the
QDRO provisions in the Retirement
Equity Act of 1984 (REA) “to safeguard
the security of the employee’s
immediate family members in the case
of divorce or separation.” Ablamis v.
Roper, 937 F.2d 1450, 1456-7 (9th Cir.
1991). In keeping with this purpose, a
QDRO can make an award only to a
“spouse, former spouse, child or
dependent of a participant,” not to an
attorney. 26 U.S.C. 414(p)(8).

The court order provisions of FERSA
serve the same purpose as the QDRO
provisions of REA. When the Board first
promulgated the court order regulations
on March 13, 1995 (60 FR 13604),
section 1653.2(b)(4) permitted a court-
ordered payment to an attorney for a
participant’s spouse or dependent
because such a payment is tantamount
to paying the spouse or dependent. See
60 FR 13605. While this is true, the
Executive Director has reevaluated this
policy and determined that the security
of a participant’s immediate family is
better preserved by conforming the TSP
to the private-sector practice of limiting
court order payees to the participant’s
immediate family members, not by
making tax-deferred retirement savings
available for the payment of legal fees.
Proposed section 1653.4(b)(4) would
codify this policy change.

The TSP honors retirement benefits
court orders from the Commonwealth of
Puerto Rico if they meet the
requirements of FERSA and TSP
regulations. See 5 U.S.C. 8401(7)
(“court” for TSP purposes includes a
court of the Commonwealth of Puerto
Rico). Those court orders are routinely
written in Spanish, although the
litigants can obtain a certified English
translation of the order from the court.
When the TSP receives a Puerto Rican
court order that is not accompanied by
a certified English translation, the TSP
must pay for translation services before
it can determine whether the court order
is enforceable against the TSP.

TSP administrative expenses are
borne by all of the participants. The
Executive Director has determined that
it is appropriate for the parties to the
court order, not the TSP participants, to
bear the cost of the translation.
Therefore, proposed section 1653.3(b)
provides that the TSP will reject a court
order as incomplete if it is in a language
other than English, unless it is also
accompanied by a certified English
language translation.

TSP Loans

A participant can gain temporary
access to a portion of his TSP retirement
savings through the TSP loan program.
TSP loans are subject to the
requirements of FERSA (5 U.S.C.
8433(g)), the Internal Revenue Code (26
U.S.C. 72(p)), and the TSP loan
regulations (5 CFR part 1655). These
provisions require the TSP to charge
interest on loans and to establish a
repayment schedule.

The loan program offers an important
benefit. It encourages participants to
contribute more to the TSP because they
know they will have access to some of
the money in their accounts to help
purchase a home or pay unexpected
bills. However, the TSP is not a
checking or savings account; it is a long-
term investment intended for
retirement. Removing money from a
TSP account—even when it is paid
back—may diminish the amount
available to the participant for
retirement.

Nevertheless, the number of TSP
loans outstanding has been increasing
rapidly in recent years. A review of
loans issued shows that many
participants are paying off a loan and
immediately taking another loan. Also,
a significant percentage of TSP
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participants maintain two loans
outstanding. The Executive Director has
determined that it is inappropriate for
participants to maintain constant loan
balances, thus treating the loan program
as a source of ready cash, rather than a
lender of last resort.

The administrative expenses of the
TSP loan program are considerable and
they are borne by all of the participants
as a general administrative expense. The
Executive Director has determined that
it is appropriate for the participants who
take advantage of the loan program to
bear its cost, rather than 2.7 million
participants who do not use the
program.

The Executive Director proposes three
TSP policy changes to reinforce the
importance of borrowing from the TSP
only as a last resort, to ensure that the
administrative expenses of the loan
program are reasonable for a retirement
savings plan, and to ensure that the
costs of the TSP loan program are paid
by the participants who use it. First, in
section 1655.2, the Board proposes to
establish a 60-day waiting period
between paying off one loan and
receiving another loan of the same type.
Second, in sections 1655.4 and 1655.11,
the Executive Director proposes to limit
participants to having a single general
purpose loan outstanding at any one
time. Third, in a new section 1655.21,
the Executive Director proposes to
charge a $50.00 loan fee when a TSP
loan is disbursed.

Powers of Attorney, and Guardianship
and Conservatorship Orders

A participant can make TSP
transactions through an agent by
appointing an attorney-in-fact with a
power of attorney (POA). In addition, a
court order can appoint a guardian or
conservator for an incapacitated
participant to act as his or her agent for
TSP purposes. Current sections 1690.12
and 1690.13 state that the TSP must
approve the POA or the court order
before the agent can sign a form on the
participant’s behalf. The Executive
Director proposes to amend sections
1690.12 and 1690.13 to state that the
TSP will accept a document that was
signed by an agent before the date on
which the TSP approved the POA or the
court order, as long as the agent was
authorized under the conditions of his
or her appointment to sign the
document.

Regulatory Flexibility Act

I certify that these regulations will not
have a significant economic impact on
a substantial number of small entities.
They will affect only employees of the
Federal Government.

Paperwork Reduction Act

I certify that these regulations do not
require additional reporting under the
criteria of the Paperwork Reduction Act
of 1980.

Unfunded Mandates Reform Act of
1995

Pursuant to the Unfunded Mandates
Reform Act of 1995, 2 U.S.C. 602, 632,
653, 1501-1571, the effects of this
regulation on state, local, and tribal
governments and the private sector have
been assessed. This regulation will not
compel the expenditure in any one year
of $100 million or more by state, local,
and tribal governments, in the aggregate,
or by the private sector. Therefore, a
statement under section 1532 is not
required.

List of Subjects
5 CFR Parts 1650, 1653 and 1690

Employee benefit plans, Government
employees, Pensions, Retirement.

5 CFR Part 1655

Employee benefit plans, Government
employees, Military Personnel,
Pensions, Retirement.

Gary A. Amelio,
Executive Director, Federal Retirement Thrift
Investment Board.

For the reasons set forth in the

preamble, the Board proposes to amend
5 CFR chapter VI as follows:

PART 1650—METHODS OF
WITHDRAWING FUNDS FROM THE
THRIFT SAVINGS PLAN

1. The authority citation for Part 1650
continues to read as follows:

Authority: 5 U.S.C. 8351, 8433, 8434, 8435,
8474(b)(5), and 8474(c)(1).

Subpart G—Spousal Rights
§1650.61 [Amended]

2. Amend § 1650.61 by removing
“§1650.64” from paragraph (b) and
“§1650.65” from paragraph (c)(1), and
adding in their places “this Subpart”.

§1650.62 [Amended]

3. Amend § 1650.62 by removing
“§1650.64” from paragraph (b) and
“§1650.65” from paragraph (c), and
adding in their places “this Subpart”.

§1650.64 [Amended]

4. Amend § 1650.64 by removing
“§1650.64" from paragraph (a)(1) and
adding in its place “this Subpart”.

PART 1653—COURT ORDERS AND
LEGAL PROCESSES AFFECTING
THRIFT SAVINGS PLAN ACCOUNTS

5. The authority citation for part 1653
is revised to read as follows:

Authority: 5 U.S.C. 8435, 8436(b), 8437(e),
8439(a)(3), 8467, 8474(b)(5) and 8474(c)(1).

Subpart A—Retirement Benefits Court
Orders

6. Amend § 1653.2 by revising
paragraph (a)(4) to read as follows:

§1653.2 Qualifying retirement benefits
court orders.

(a) L

(4) A court order can require a
payment only to a spouse, former
spouse, child or dependent of a
participant.

7. Amend § 1653.3 by revising the last
sentence of paragraph (b) introductory
text to read as follows:

§1653.3 Processing retirement benefits
court orders.
* * * * *

(b) * * * To be complete, a court
order must be written in English or be
accompanied by a certified English
translation and contain all pages and
attachments; it must also provide (or be
accompanied by a document that
provides):

* * * * *

PART 1655—LOAN PROGRAM

8. The authority citation for part 1655
is revised to read as follows:

Authority: 5 U.S.C. 8433(g), 8439(a)(3) and
8474.

9. Revise §1655.2 to read as follows:

§1655.2 Eligibility for loans.

A participant can apply for a TSP
general purpose or residential loan if:

(a) More than 60 calendar days have
elapsed since the participant has repaid
in full a TSP loan of the same type.

(b) The participant is in pay status;

(c) The participant is eligible to
contribute to the TSP (or would be
eligible to contribute but for the
suspension of the participant’s
contributions because he or she
obtained a hardship in-service
withdrawal);

(d) The participant has at least $1,000
in employee contributions and
attributable earnings in his or her
account; and

(e) The participant has not had a TSP
loan declared a taxable distribution
within the last 12 months for any reason
other than a separation from
Government service; and

10. Amend § 1655.4 by revising the
second sentence to read as follows:
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§1655.4 Number of loans.

* * * One of the two outstanding
loans may be a residential loan and the
other one may be a general purpose
loan. * * *

11-12. Revise paragraph (b) of
§1655.11 to read as follows:

§1655.11 Loan acceptance.
* * * * *

(b) The participant has the maximum
number of loans outstanding under
§1655.4;

* * * * *

13. Add a new § 1655.21 to read as
follows:

§1655.21

A participant will be charged a $50.00
loan fee when a TSP loan is disbursed,
which will be deducted from the
proceeds of the loan.

Loan fee.

PART 1690—THRIFT SAVINGS PLAN

14. The authority citation for Part
1690 continues to read as follows:

Authority: 5 U.S.C. 8474.

15. Revise § 1690.12 to read as
follows:

§1690.12 Power of attorney.

A TSP participant or beneficiary can
authorize an individual to conduct
business with the TSP on his or her
behalf by appointing an agent (i.e., an
attorney-in-fact). Before the TSP will
allow an agent to conduct business for
the participant, the TSP must approve
the power of attorney (POA) granting
such authority. The TSP will accept a
general POA that authorizes the agent to
act on behalf of the participant with
respect to the participant’s personal
property, Federal Government
retirement benefits, or business
transactions. A general POA will give
the agent unlimited authority with the
TSP, including the authority to sign any
TSP-related document. The TSP will
also accept a specific POA authorizing
the agent to effect TSP transactions. If
the participant or beneficiary desires to
limit the agent’s authority to specified
TSP transactions, the POA must
expressly state the limitation on the
agency’s authority. To be accepted by
the TSP, a POA must be authenticated,
attested, acknowledged, or certified by
the principal before a notary public or
other official authorized by law to
administer oaths or affirmations. The
TSP will advise the person submitting
the POA whether it is valid to effect TSP
transactions.

16. Revise §1690.13 to read as
follows:

§1690.13 Guardianship and
conservatorship orders.

A court can authorize an agent to
conduct business with the TSP on
behalf of an incapacitated TSP
participant or beneficiary by appointing
a guardian or conservator. Before the
TSP will allow a guardian or
conservator to conduct business with
the TSP, the TSP must approve the
guardianship or conservatorship order
issued by a court of competent
jurisdiction as defined in § 1690.1. The
TSP will accept a general appointment
of guardianship or conservatorship that
authorizes the agent to act on behalf of
the participant with respect to the
participant’s personal property, Federal
Government retirement benefits, or
business transactions. A general
appointment will give the agent
unlimited authority with the TSP,
including the authority to sign any TSP-
related document. The TSP will also
accept a specific appointment of
guardianship or conservatorship
authorizing the agent to effect TSP
transactions. If the court desires to limit
the agent’s authority to specific TSP
transactions, the court order must
expressly state the limitation on the
agent’s authority. In addition, before the
TSP will accept a guardianship or
conservatorship order, the agent must
establish to the satisfaction of the TSP
that any bonding requirement or other
preconditions specified in the court
order have been satisfied. The TSP will
advise the guardian or conservator
whether the order is valid to effect
transactions in the TSP.

[FR Doc. 04-7610 Filed 4—6-04; 8:45 am)]
BILLING CODE 6760-01-P

DEPARTMENT OF HOMELAND
SECURITY

8 CFR Part 103

19 CFR Part 24
RIN 1651-AA51

Overtime Compensation and Premium
Pay for Customs Officers

AGENCY: Department of Homeland
Security.
ACTION: Proposed rule.

SUMMARY: This document proposes to
amend the definition of “customs
officer” for the purpose of eligibility for
overtime compensation and premium
pay. In addition, a conforming change is
made to the definition of “immigration
officer”. These revisions are necessary
to reflect recent changes in the functions
and organizational structure of U.S.

Customs and Border Protection
consistent with the Homeland Security
Act of 2002.

DATES: Comments must be received by
May 7, 2004.

ADDRESSES: Written comments
(preferably in triplicate) may be
addressed to the Regulations Branch,
Office of Regulations and Rulings, U.S.
Customs and Border Protection, 1300
Pennsylvania Avenue, NW.,
Washington, DC 20229, and may be
inspected at 799 9th Street, NW., 5th
Floor, Washington, DC.

FOR FURTHER INFORMATION CONTACT:
Richard Balaban, Financial Analyst,
Office of Field Operations, (202) 927—
0031.

SUPPLEMENTARY INFORMATION:

Background

Section 24.16 of the Customs
Regulations (19 CFR 24.16) sets forth the
procedure that U.S. Customs and Border
Protection (CBP) must follow to furnish
overtime and premium pay to customs
officers, as required by the Customs
Officer Pay Reform Act (“COPRA”; 19
U.S.C. 267). The statutory language at 19
U.S.C. 267(e)(1) provides that overtime
compensation and premium pay may be
paid to an individual performing those
functions specified by regulation by the
Secretary of the Treasury for a customs
inspector or canine enforcement officer.
Since the enactment of the Homeland
Security Act of 2002 (Pub. L. 107-296,
116 Stat. 2135, 6 U.S.C. 101 et seq.),
these regulations are promulgated by the
Secretary of Homeland Security.

The enabling regulation, specifically
§24.16(b)(7), Customs Regulations,
defines those eligible for COPRA
coverage by specifying only four
position descriptions: “Customs
Inspector,” “Supervisory Customs
Inspector,” “Canine Enforcement
Officer,” and “Supervisory Canine
Enforcement Officer.” This definition
does not encompass the expanded
border security and inspection functions
brought into CBP by the government
reorganization consistent with the
Homeland Security Act of 2002. (See
Homeland Security Act and the
President’s Reorganization Plan of
November 25, 2002, as amended by the
President’s January 30, 2003
modification.)

When CBP was established on March
1, 2003, it brought together some 18,000
inspection personnel from different
agencies and disciplines at the nation’s
ports of entry, with the priority mission
of preventing terrorists and terrorist
weapons from entering the United
States. At present, three different
overtime and premium pay systems are
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required to administer overtime
compensation and premium pay for
inspection personnel.

Proposed Regulation

This proposed regulation would
amend the definition of “customs
officer” for the purpose of eligibility for
overtime compensation and premium
pay. As a result of this regulatory
change to the definition of “customs
officer”” in 19 CFR and a conforming
change to the definition of “immigration
officer” in 8 CFR, the Department of
Homeland Security (DHS) will
implement a single overtime and
premium pay system, COPRA, replacing
the three different systems that are now
in place. This will eliminate the
inequities and disparities in pay and
scheduling under the three different
systems.

A new position, Customs and Border
Protection Officer (known as CBP
Officer), is being established to merge
the expanded border and inspection
functions formerly performed within
three separate agencies: the Immigration
and Naturalization Service (Department
of Justice), the United States Customs
Service (Department of the Treasury),
and the Animal and Plant Health
Inspection Service (Department of
Agriculture). The CBP Officer will be
the principal front line officer carrying
out the priority mission and the
traditional customs, immigration and
some agriculture inspection functions,
which are now the responsibility of
CBP. The establishment of the new
position will enable the agency to
perform its mission more efficiently and
to provide better protection and service
to the public at the ports of entry. In
addition, CBP is establishing the CBP
Agriculture Specialist position with
responsibilities for agriculture
inspection of passengers and cargo as
well as analysis of agriculture imports.
In order to assure that these officers
meet their responsibilities to the public,
they are required to be available for
overtime as a condition of employment.

To enable CBP to furnish overtime
compensation and premium pay for
these new positions, it is necessary to
include “Customs and Border Protection
Officer” and related positions within
the definition of “customs officer” in 19
CFR 24.16(b)(7). It is noted that the
continued usage of the term “customs
officer” does not reflect any
reorganization within DHS. Rather, it
occurs because it reflects the pertinent
statutory authority, 19 U.S.C. 267,
regarding overtime compensation and
premium pay. Including the “Customs
and Border Protection Officer” within
the definition of “customs officer” in 19

CFR 24.16(b)(7) does not affect the
authority of a “Customs and Border
Protection Officer” to engage in
customs, immigration, and agriculture
inspection functions. Instead, it is a key
step to implementing the “one face at
the border” initiative by harmonizing
the pay systems for the personnel who
perform those functions.

Furthermore, it is necessary to
include a technical change in 8 CFR
103.1 to authorize a customs officer, as
defined in 19 CFR 24.16(b)(7), to
perform immigration inspection
functions, without a separate
designation. Currently, customs officers
perform such immigration functions
pursuant to a designation as an
immigration officer.

Finally, it is important to note that
this proposed rule is tangentially related
but separate and distinct from the
proposed rule published on February
20, 2004 in the Federal Register by DHS
and the Office of Personnel Management
regarding the establishment of a new
human capital system for DHS. The two
proposals address different human
resources issues. This proposed rule
expands the eligibility of certain
employees to receive overtime
compensation and premium pay under
19 U.S.C. 267. This rule has no impact
on setting any employee’s basic rate of
pay. The human capital rule, on the
other hand, proposes to create a new
system for setting basic pay within DHS.

Comments

Before adopting this proposed
regulation as a final rule, consideration
will be given to any written comments
timely submitted to CBP, including
comments on the clarity of this
proposed rule and how it may be made
easier to understand. Comments
submitted will be available for public
inspection in accordance with the
Freedom of Information Act (5 U.S.C.
552) and §103.11(b), Customs
Regulations (19 CFR 103.11(b)), on
normal business days between the hours
of 9 A.M. and 4:30 P.M. at the
Regulations Branch, Office of
Regulations and Rulings, U.S. Customs
and Border Protection, 799 9th Street,
NW., 5th Floor, Washington, DC.
Arrangements to inspect submitted
comments should be made in advance
by calling Mr. Joseph Clark at (202) 572—
8768.

Executive Order 12866

This rule is considered by DHS to be
a “significant regulatory action’” under
Executive Order 12866, section 3(f),
Regulatory Planning and Review.
Accordingly, this rule has been
submitted to the Office of Management

and Budget (OMB) for review. DHS has
assessed the impacts of this rulemaking
and its alternatives, as presented below.

Impact on User Fees

At present, three user fees,
supplemented by appropriations, fund
the three different overtime pay systems
that, in turn, govern the three traditional
inspection disciplines. CBP will assure
that there will be no impact on fees or
service levels. CBP will track and
account by activity how the fees are
spent to ensure the proper transfer of
immigration and agriculture funds to
reimburse the Customs User Fee
Account to cover costs incurred for
immigration and agriculture overtime
services. CBP plans to use the Cost
Management Information System
(CMIS) to track expenses by activity.
CMIS is an activity-based cost
accounting system that has been audited
and endorsed by the General
Accounting Office. Employees use
established activity codes to track their
time through the Customs Time and
Attendance System. Fee payers that are
currently providing the traditional user
fee funding for customs, immigration
and agriculture inspection services will
continue to pay and benefit as they have
in the past.

Impact on Employees

As noted, when CBP was established
on March 1, 2003, it brought together
inspection personnel from three
different agencies (Agriculture,
Immigration and Naturalization Service,
and Customs). Inspectors in each of
these workforces earn overtime and
premium pay based on three different
statutes. In order to establish “one face
at the border,” CBP is creating a new
frontline officer corps to unify and
integrate the inspectional work of these
three legacy agencies. The unified
occupations require a single
compensation system. Today, while the
officers are still classified in the three
legacy occupations, they are paid under
three sets of overtime rules, which has
resulted in disparate earnings for
virtually the same work. In addition, the
three separate occupations and overtime
rules have created significant
administrative inefficiencies, as well as
work assignment and payroll problems.
The impact of this proposal on the
inspectional workforce is that officers
who perform the same functions at the
ports of entry will be paid overtime and
premium pay under the same
computational rules.

This proposed rule does not address
the number of overtime hours the
officers will be required to work, which
varies by individual, by port, and by
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other factors such as workload
fluctuations, staffing levels at a
particular location, and changes to the
national threat alert level. Instead, this
proposed rule adds currently classified
immigration and agriculture officers
(approximately 8,000 inspectors) to the
COPRA system, and thus affects their
rates of overtime and premium pay for
actual hours worked. (Over 10,000
inspectors, all former Customs Service,
are already covered by COPRA.)

The impact of this rule will be that for
some work schedules, certain
employees will earn more, while for
other work schedules, they will earn
less. For example, current agriculture
inspectors who work overtime on a
weekday will earn “double time’” under
COPRA instead of “time-and-a-half”
under their current system. On the other
hand, these same inspectors may earn
less under COPRA than under their
current system for work on a Sunday.
The chart below provides additional
examples of how the three overtime
systems differ when comparing hours
worked. On the whole, the impact of
this proposed rule on the overall
earnings for the same or similar number
of hours worked is expected to be
minimal. While some features of
COPRA are less generous than those of

other systems, there are compensating
features that are more generous. Thus,
the differences between COPRA and the
other systems balance out in terms of
earnings for hours worked. However, it
is noted that this proposed rule affects
only one aspect of overtime and
premium pay earnings of employees.
Other factors, such as the total number
of hours worked and when the overtime
is worked, impact the aggregate earnings
of officers on an annual basis. The
explanation provided herein, both in
text and in the accompanying Table,
represent a good faith effort to explain
the potential impact of this proposed
rule on the employees. However, due to
the complexities of the different systems
and the differing work schedules of
individual inspectors, the exact impact
of the proposed rule on a specific
employee is speculative and incapable
of exact computation. The difficulty of
comparing these systems is highlighted
in the November 2001 GAO Report
titled Customs and INS—Comparison of
Officer’s Pay (GAO-02-21). The GAO
Report compared two of these systems
and concluded that “straightforward and
generalizable comparisons in relation to
these pay provisions are infeasible.”
CBP does not anticipate that the
proposed amendment will have an

impact on private entities, as the
proposed changes pertain to the
agency’s internal operating procedures
and, because overtime compensation
will be funded with existing user fees
the expenditure of which will be subject
to normal accounting within the
government. However, DHS has
determined this action is a “significant”
regulatory action within the meaning of
Executive Order 12866 because it may
be perceived to relate to the revisions of
the Federal employment system DHS is
presently considering under the
Homeland Security Act. This proposal
is separate from those revisions, which
do not address overtime compensation.

Similarities and Differences Between
COPRA and Other Overtime Systems

There are a number of similarities and
differences between COPRA and the
overtime systems under which legacy
immigration and agriculture inspectors
have been covered.

The following chart compares the
major provisions of the three systems.
The chart contains a high-level
overview of the systems and is not
intended to contain all the details
relevant to determining the rate of pay
in specific situations.

TABLE.—GENERAL COMPARISON OF OVERTIME SYSTEMS

Pay provision/term

Customs inspectors

Immigration inspectors

Agriculture inspectors

Basic pay

Basic hourly rate ...........cccocoeeeeenne.

Basic workweek

General Schedule pay with local-
ity pay adjustment based on ge-
ographic area.

General Schedule hourly rate with
locality pay included.

7-day ......

Same as Customs

Same as Customs

6-day (Monday—Saturday)

Same as Customs.

Same as Customs.

6-day (Monday—Saturday).

Basic overtime

Other overtime

Premium pay ........cccccoeciiiiiiiceinee

Compensation in addition to basic
pay for work in excess of the
40-hour regularly scheduled
work week or work in excess of
8 hours in a day. Overtime pay
is 2 times the basic hourly
rate—a 100-percent premium
(COPRA).

Not applicable ........ccccceviniiviiieene

Overall term referring to extra
compensation or “premium”
paid for work performed on
Sunday, holiday, or at night.
(The term does not cover over-
time pay.)

Compensation in addition to basic
pay for work in excess of the
40-hour regularly scheduled
workweek. Applies to inspection
overtime hours worked between
5 p.m. and 8 a.m., Monday—
Saturday and anytime on Sun-
day or a holiday. Overtime pay
is 4 hours pay for each addi-
tional 2 hours or fraction thereof
(1931 Act).

Compensation in addition to basic
pay for (1) overtime inspection
work between 8 a.m. and 5
p.m. Monday-Saturday and (2)
non-inspection overtime outside
these hours. Overtime is paid at
1.5 times the basic hourly rate
(50-percent  premium.) Max-
imum rate is based on salary
for GS-10, step 1—(the 1945
Act, FEPA).

In addition to Sunday, holiday,
and night pay, INS includes
overtime in its definition of pre-
mium pay.

Compensation in addition to basic
pay for work in excess of the
40-hour regularly scheduled
work week or work in excess of
8 hours in a day. Overtime pay
is 1.5 times the basic hourly
rate not to exceed a GS-10.1
pay for overtime Monday
through Saturday (Title 5).

Not applicable.

Overall term referring to extra
compensation or “premium”
paid for work performed on holi-
day or at night. (The term does
not cover overtime pay.)
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TABLE.—GENERAL COMPARISON OF OVERTIME SYSTEMS—Continued

Pay provision/term

Customs inspectors

Immigration inspectors

Agriculture inspectors

Sunday pay

Holiday pay

Night pay (night differential) ...........

Night pay on leave ............ccccuee..

Commute compensation

Callback

Rollback

Foreign
Award.

language  proficiency

Retirement annuity (overtime earn-
ings included).

Alternate work schedule

Premium paid in addition to basic
hourly rate for Sunday work.
Sunday pay is 1.5 times the
basic hourly rate (50-percent
premium). Sunday can be a
regularly scheduled workday.
Officers are paid for actual
hours worked.

Premium paid in addition to basic
hourly rate for work on a holi-
day. Holiday pay is 2 times the
basic hourly rate (100-percent
premium).

Premium paid in addition to basic
hourly rate for night work. Night
differential pay rates differ
based on the time or shift hours
worked. Officers paid 1.15 or
1.2 times the basic hourly rate
(15- or 20-percent differential).
“Majority of hours” provision
applies depending on actual
hours worked.

Customs inspectors are paid night
differential for work assigned on
night shifts when they are on
annual, sick, or other leave.

Compensation for returning to
work (commute) to perform an
overtime work assignment.

Commute compensation is 3
times the basic hourly rate.

Additional overtime paid for re-
porting early or returning to
work for unscheduled inspec-
tions. Callback is 2 times the
basic hourly rate.

See callback

Premium paid for proficiency and
use of foreign language while
performing inspection duties.
Foreign language award is be-
tween 3 and 5 percent of basic
pay.

Customs includes overtime earn-
ings (up to 2 the Statutory
Cap) in calculating retirement
pay.

Regularly scheduled work during
a pay period based on a 9- or
10-hour workday totaling 80
hours per day period (every 2
weeks).

Compensation for Sunday work.
Sunday pay is 2-days’ pay for 8
or fewer hours worked. Sunday
is not a regularly scheduled
workday. Sunday work is
scheduled in addition to the
regular workweek and is always
staffed with overtime. Immigra-
tion inspectors are paid based
on minimum periods of time
worked.

Premium paid in addition to basic
hourly rate for work on a holi-
day. Two days’ pay for 8 or
fewer hours worked (Mon.—
Sat.), in addition to basic pay.

Premium paid in addition to basic
hourly rate for night work. Offi-
cers are paid 10-percent pre-
mium or “differential” for hours
worked between 6 p.m. and 6
a.m.

Immigration inspectors are paid
limited night differential (if less
than 8 hours per pay period) for
work assigned to night shifts
when they are on leave. INS
does not pay night differential
to officers on vacation (ex-
tended annual leave).

Not authorized

See rollback .......ccceeviiieiciiieeeien,

Additional overtime paid for re-
porting early or returning to
work for unscheduled inspec-
tions. Rollback is 2-hours’ addi-

tional pay at basic overtime rate.

Not authorized

Not authorized

Same as Customs

Compensation for Sunday work.
Sunday pay is 2 times the hour-
ly rate for actual hours worked.
Sunday is not a regularly
scheduled workday. Sunday
work is scheduled in addition to
the regular workweek and is al-
ways staffed with overtime
(Public Law 107-171).

Premium paid in addition to basic
hourly rate for work on a holi-
day. Holiday pay is 2 times the
basic hourly rate (100-percent
premium).

Same as Immigration.

Same as Immigration.

Compensation for returning to
work (commute) to perform an
overtime  work  assignment.
Commute  compensation s
based on local rates. It is gen-
erally between 1 to 3 times the
basic hourly rate.

Additional overtime paid for re-
turning to work for unscheduled
inspections. Callback is 2 times
the basic hourly rate for Sun-
days but capped at GS-10.1
pay for overtime work between
Monday and Saturday.

See callback.

Not authorized.

Not authorized.

Same as Customs.
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Increased Efficiency

The adoption of a single overtime
system in lieu of three overtime systems
now in place provides greater
efficiencies in scheduling, monitoring
and tracking overtime. Thus, CBP
anticipates no net costs from this
proposed regulation, either to the public
at large or to user fee payers interested
in maintaining levels of services and
facilitation. In fact, CBP anticipates
savings both to the government and to
the public as the systems for paying
officers for overtime and clearing goods
and passengers are made more effective
and efficient.

DHS invites comment on the impacts
of this proposed rule.

Alternatives Considered

A key objective in establishing DHS
was to unify border security functions at
the nation’s ports of entry. In DHS, the
three separate agencies whose
employees previously worked side by
side at these ports of entry are now
united. They are unified not only in the
same organization, with the same
management chain of command—they
are also united around a common
priority mission. In addition, these
employees, with appropriate cross-
training, will merge to perform the
traditional missions that came together
at the ports of entry from the legacy
agencies of U.S. Customs, the
Immigration and Naturalization Service,
and the Animal and Plant Health
Inspection Service. Thus, a well-trained
and well-integrated workforce serves as
a “force multiplier” in carrying out both
the priority mission and the traditional
missions of CBP. However, in order to
integrate the workforce, a common
overtime and premium pay system is
required.

In order to implement the new
frontline positions of CBP Officer and
CBP Agriculture Specialist, it is
necessary and appropriate to have the
incumbents of these positions work
under the same overtime system. That
is, it is not feasible to pay incumbents
of the same position under different
overtime systems. Notwithstanding the
feasibility, it is also not fair to
employees to pay them differently when
they are working side by side,
performing the same type of work. Thus,
the alternative of maintaining three
overtime systems was considered not
viable under the Secretary’s “one face at
the border” initiative.

A review of available options for the
overtime system was undertaken.
COPRA was selected as the best
available compensation system for the
new positions because of the advantages

it offers management, employees, and
the traveling public. It is the most
modern of the three systems,
implemented only 10 years ago; in
contrast, the statutes governing the other
legacy systems were each enacted over
50 years ago, before the exponential
growth of international trade and travel.
COPRA more closely aligns pay to
actual work performed, enabling the
agency to more efficiently manage
overtime. It establishes a 7-day
workweek under which Sunday is not
considered an overtime day, thereby
providing greater flexibility in managing
work assignments since officers can be
regularly scheduled for any day of the
week based on operational needs.
Further, it is not statutorily permissible
to use the overtime systems governing
the immigration (1931 Act) and
agriculture (Public Law 107-171)
inspectors to cover all inspectional
activities performed by these new
unified officer positions.

CBP considered, but rejected, the
option of converting all inspectors to a
totally new overtime and premium pay
system. In order to do so, CBP would
have needed to seek authorizing
legislation. As a result, it is not certain
whether, or when, appropriate
legislation would have been enacted.
This would have involved unacceptable
delays in the implementation of the
“one face at the border” initiative.

For the employee, COPRA offers
better premium pay rates than the other
systems for employees who work night
shifts (as outlined in the comparison
chart above). Another significant
advantage over the other systems is that
COPRA provides a retirement benefit.
Under the statute, up to 50% of the
statutory cap (Pub. L. 103-66) on
overtime earnings is credited as base
pay for retirement purposes, yielding a
higher annuity that is more aligned with
the officer’s annual earnings. COPRA
also authorizes payment of a foreign
language proficiency award (up to 5% of
base pay) to officers who maintain and
use their language skills as part of their
job duties.

Regulatory Flexibility Act

DHS has determined that as this
proposed rule would apply only
internally to CBP employees, it will not
have a significant economic impact on
a substantial number of small entities,
pursuant to the provisions of the
Regulatory Flexibility Act (5 U.S.C. 601
et seq.).

Unfunded Mandates

These proposed regulations would not
result in the expenditure by State, local,
or tribal governments of more than $100

million annually. Thus, no written
assessment of unfunded mandates is
required.

E.O. 13132, Federalism

DHS has determined these proposed
regulations would not have Federalism
implications because they would apply
only to Federal agencies and employees.
The proposed regulations would not
have financial or other effects on States,
the relationship between the Federal
Government and the States, or the
distribution of power and
responsibilities among the various
levels of government.

E.O. 12988, Civil Justice Reform

The proposed regulation is consistent
with the requirements of E.O. 12988.
Among other things, the regulation
would not preempt, repeal or modify
any federal statute; provides clear
standards; has no retroactive effects;
defines key terms; and is drafted clearly.

Paperwork Reduction Act

The proposed regulations do not
involve any information collection from
any member of the public.

List of Subjects
8 CFR Part 103

Administrative practice and
procedure, Authority delegations
(Government agencies), Immigration,
Reporting and recordkeeping
requirements.

19 CFR Part 24

Accounting, Customs duties and
inspection, Financial and accounting
procedures, User fees, Wages.

Proposed Amendments to the
Regulations

For the reasons stated above, it is
proposed to amend chapter I of Title 8
and chapter I of Title 19 of the Code of
Federal Regulations as set forth below.

Title 8, Chapter I

PART 103—POWERS AND DUTIES;
AVAILABILITY OF RECORDS

1. The authority citation for part 103
continues to read as follows:

Authority: 5 U.S.C. 301, 552, 552A; 8
U.S.C. 1101, 1103, 1304, 1356; 31 U.S.C.
9701; Public Law 107-296, 116 Stat. 2135 (6
U.S.C. 1 et seq.); E.O. 12356, 47 FR 14874,
15557, 3 CFR, 1982 Comp., p. 166; 8 CFR part
2.

* * * * *

2.1In §103.1, paragraph (a) is
republished and paragraph (b) is
amended by adding a sentence at the
end to read as follows:
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§103.1 Delegations of authority;
designation of immigration officers.

(a) Delegations of authority.
Delegations of authority to perform
functions and exercise authorities under
the immigration laws may be made by
the Secretary of Homeland Security as
provided by § 2.1 of this chapter.

(b) Immigration Officer. * * * Any
customs officer, as defined in 19 CFR
24.16, is hereby authorized to exercise
the powers and duties of an immigration
officer as specified by the Act and this
chapter.

Title 19, Chapter I

PART 24—CUSTOMS FINANCIAL AND
ACCOUNTING PROCEDURE

3. The general authority citation for
part 24 is revised and the specific
authority citation for § 24.16 continues
to read as follows:

Authority: 5 U.S.C. 301; 19 U.S.C. 58a—58c,
66, 1202 (General Note 23, Harmonized Tariff
Schedule of the United States) 1505, 1520,
1624; 26 U.S.C. 4461, 4462; 31 U.S.C. 9701;
Public Law 107-296, 116 Stat. 2135 (6 U.S.C.
1 et seq.).

* * * * *

Section 24.16 also issued under 19
U.S.C. 261, 267, 1450, 1451, 1452, 1623;
46 U.S.C. 2111, 2112;

* * * * *

4.In § 24.16, paragraph (b)(7) is
revised to read as follows:

§24.16 Overtime services; overtime
compensation and premium pay for
Customs Officers; rate of compensation.
* * * * *

(b)* I

(7) Customs Officer means only those
individuals assigned to position
descriptions entitled “Customs
Inspector,” “Supervisory Customs
Inspector,” “Canine Enforcement
Officer,” “Supervisory Canine
Enforcement Officer,” “Customs and
Border Protection Officer,” “Supervisory
Customs and Border Protection Officer,”
“Customs and Border Protection
Agriculture Specialist,” or “Supervisory
Customs and Border Protection
Agriculture Specialist.”

Dated: April 1, 2004.
Robert C. Bonner,

Commissioner, Customs and Border
Protection.

Tom Ridge,

Secretary, Department of Homeland Security.
[FR Doc. 04-7857 Filed 4—6-04; 8:45 am]
BILLING CODE 4820-02-P

FEDERAL ELECTION COMMISSION
11 CFR Part 110

[Notice 2004-7]

Inaugural Committee Reporting and
Prohibition on Accepting Foreign
National Donations

AGENCY: Federal Election Commission.
ACTION: Notice of proposed rulemaking.

SUMMARY: The Federal Election
Commission seeks comments on
proposed rules setting forth reporting
requirements for Presidential inaugural
committees and prohibiting Presidential
inaugural committees from accepting
donations from foreign nationals. These
regulations would implement
requirements of the Bipartisan
Campaign Reform Act of 2002. The
Commission has made no final decision
on the issues presented in the
rulemaking. Further information is
provided in the supplementary
information that follows.

DATES: Comments must be received on
or before May 7, 2004. If the
Commission receives sufficient requests
to testify, it may hold a hearing on these
proposed rules. Commenters wishing to
testify at the hearing must so indicate in
their written or electronic comments.

ADDRESSES: All comments should be
addressed to John C. Vergelli, Acting
Assistant General Counsel, and must be
submitted in either electronic or written
form. Commenters are strongly
encouraged to submit comments
electronically to ensure timely receipt
and consideration. Electronic mail
comments should be sent to
Inaugural04@fec.gov and must include
the full name, electronic mail address,
and postal service address of the
commenter. Electronic mail comments
that do not contain the full name,
electronic mail address, and postal
service address of the commenter will
not be considered. If the electronic mail
comments include an attachment, the
attachment must be in the Adobe
Acrobat (.pdf) or Microsoft Word (.doc)
format. Faxed comments should be sent
to (202) 219-3923, with printed copy
follow-up to ensure legibility. Written
comments and printed copies of faxed
comments should be sent to the Federal
Election Commission, 999 E Street,
NW., Washington, DC 20463. The
Commission will post public comments
on its web site. If the Commission
decides that a public hearing is
necessary, the hearing will be held in its
ninth floor meeting room, 999 E. St.,
NW., Washington, DC.

FOR FURTHER INFORMATION CONTACT: John
C. Vergelli, Acting Assistant General
Counsel, or Esa L. Sferra, Attorney, 999
E Street, NW., Washington, DC 20463,
(202) 694—-1650 or (800) 424-9530.
SUPPLEMENTARY INFORMATION: Section
308 of the Bipartisan Campaign Reform
Act of 2002 (“BCRA”’), Public Law 107-
155, 116 Stat. 81 (March 27, 2002),
amended 36 U.S.C. 510 and the Federal
Election Campaign Act of 1971, as
amended (“FECA” or “the Act”), 2
U.S.C. 431 et seq., by establishing new
requirements for inaugural committees.
These committees are appointed by the
President-elect to be in charge of the
Presidential inaugural ceremony and
activities connected with the ceremony.
Chapter 5 of title 36 of the United States
Code provides the inaugural committee
with special privileges in the District of
Columbia for the five days before and
the four days after the inauguration
ceremony. Under 36 U.S.C. 511,
Congress may make appropriations for
the District of Columbia to pay for the
swearing-in ceremony, however, all
other activities, including parades,
galas, and balls, are paid for by the
inaugural committee.

Prior to BCRA’s enactment, inaugural
committees had no disclosure
responsibilities and could accept
donations from foreign nationals. Under
section 308 of BCRA, in order for a
committee to be considered the
inaugural committee, it must agree to
disclose all donations it receives
aggregating $200 or more, and it must
not accept a donation from any foreign
national.

The Commission proposes to add new
11 CFR 104.21 to the reporting rules in
11 CFR part 104 to set forth inaugural
committee reporting requirements.
These proposed requirements are
minimal compared to the Act’s
reporting requirements for political
committees. The Commission’s rules on
foreign national contributions and
expenditures are found at 11 CFR
110.20. A new paragraph would be
added to this section to ban the
acceptance of foreign national donations
by inaugural committees.

I. Proposed 11 CFR 104.21. Reporting
by Inaugural Committees

Paragraph (a)(1) of proposed 11 CFR
104.21, Definitions, would define
“inaugural committee.” The definition
proposed is identical to that in 36 U.S.C.
501(1) and in the municipal regulations
of the District of Columbia (see D.C.
Mun. Regs., tit. 24, section 899).1 The

1 The District Columbia has statutory authority to
regulate many aspects of the activities of the
Continued
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proposed definition states that an
“inaugural committee” is the committee
appointed by the President-elect to be in
charge of the Presidential inaugural
ceremony and functions and activities
connected with the ceremony. This
proposed definition would presume that
only one committee may be named.

Paragraph (a)(2) of proposed 11 CFR
104.21 would define “donation.” The
proposed definition would be based on
that at 11 CFR 300.2(e), stating that a
donation means a payment, gift,
subscription, loan, advance, deposit, or
anything of value given to an inaugural
committee. This proposed definition
would be similar to the definition of
“contribution,” except that
contributions are made for purpose of
influencing a Federal election. See 11
CFR 100.51 through 100.56 and
114.1(a)(1). Monies and other things of
value given to an inaugural committee
would be “donations” because the
inaugural committee is not a political
committee and things of value given to
it are not for the purpose of influencing
a Federal election. See also, 11 CFR
300.2(e). The Commission seeks
comment on this definition of
“donation.”

Proposed 11 CFR 104.21(b) would set
forth the steps necessary for a
committee appointed by the President-
elect to be considered the inaugural
committee under these regulations.
BCRA section 308 expressly provides
that a committee must “agree to” abide
by certain requirements to be
considered the inaugural committee. 36
U.S.C. 510(a). The Commission
interprets this statutory language to
require an affirmative action on the part
of the inaugural committee. The
proposed rule would implement this
requirement by requiring the inaugural
committee to file a letter with the
Commission within 15 days of being
appointed. The letter would have to
contain the name and address of the
inaugural committee, the name of its
chairperson or other officer who will
serve as the point of contact for the
Commission, and a statement indicating
that the inaugural committee will
comply with the disclosure
requirements in proposed 11 CFR
104.21(c) and the ban on accepting
foreign national donations in proposed
11 CFR 110.20(j).

The Commission seeks comment on
whether such a filing requirement
would be necessary. Alternatively, the
Commission seeks comment on whether

Inaugural Committee, such as the inaugural parade
route, public safety at inaugural events, and
concession sales permits at inaugural events. See
e.g., 36 U.S.C. 502.

a new FEC form would be preferable to
a letter-filing. Finally, the Commission
seeks comment on whether the
inaugural committee should be free to
designate a person other than the
chairperson or other officer as the point
of contact with the Commission.

Proposed 11 CFR 104.21(c) would set
forth the disclosure requirements for
inaugural committees. Proposed
paragraph (c)(1) would require the
chairperson or other officer identified in
the letter-filing required by proposed
paragraph (b) of this section to be
responsible for signing and filing the
report. Although BCRA section 308 does
not explicitly require a signature on the
report, the Commission’s reporting
regulations provide generally that
“[elach individual having the
responsibility to file a designation,
report or statement * * * shall sign the
original designation, report or
statement,” unless it is electronically
filed. 11 CFR 104.14(a). The
Commission seeks comments on this
proposed requirement for a signature on
the report required by BCRA section
308.

The proposed rules do not address the
scope of the Commission’s authority to
enforce these proposed provisions, or to
audit inaugural committees. In this
regard, the Commission notes that 36
U.S.C. 508 provides that the “Mayor of
the District of Columbia, or other official
having jurisdiction in the premises,
shall enforce” the chapter of title 36 in
which BCRA section 308 is codified.
The Commission seeks comment on
whether it has authority to enforce the
rules proposed in this rulemaking,
including authority to audit inaugural
committees, or whether its authority is
limited to receiving and publicizing the
reports called for by BCRA section 308
(36 U.S.C. 510).

Proposed paragraph (c)(2), When to
file, would implement the statutory
requirement that the inaugural
committee must file its report with the
Commission no later than 90 days after
the date of the inaugural ceremony. In
keeping with other reporting deadlines
in Commission regulations, the
proposed rule would require the reports
be received by the Commission by 11:59
p-m. Eastern Standard/Daylight Time on
the 90th day after the date of the
inaugural ceremony. See generally, 11
CFR 100.19(b).

Proposed paragraph (c)(3), Where to
file, would state that all letters,
statements, and reports filed by
inaugural committees must be filed with
the Federal Election Commission.

Proposed paragraph (c)(4), How to file,
would set forth the methods of filing an
inaugural committee could use to file

the 90-day report. The proposed rules
would permit inaugural committees to
file on paper or, alternatively, would
permit, but not require, the use of the
Commission’s electronic filing system. 2
U.S.C. 434(a)(11)(), (ii). The
Commission has tentatively concluded
that an inaugural committee will not be
subject to the mandatory electronic
filing requirements. The mandatory
electronic filing requirement applies if a
person receives or makes, or has reason
to expect to receive or make, in excess
of $50,000 in contributions or
expenditures in a calendar year. 11 CFR
104.18(a)(1). The funds received and
spent by the inaugural committee will
presumably be donations and
disbursements of non-Federal funds, not
contributions and expenditures of
Federal funds. Thus, the proposed rules
would not make inaugural committees
subject to the Commission’s mandatory
electronic filing regulations at 11 CFR
104.18; such filing would be at the
election of the inaugural committee. The
Commission requests comments on
whether inaugural committees should
be required to file electronically.

Proposed paragraph (c)(5) would
require an inaugural committee to file
the 90-day report on new FEC Form 13,
which the Commission would create.

Proposed paragraph (c)(6), Contents of
Reports, would set forth the information
inaugural committees would be required
to disclose in their reports. The
proposed rules at 11 CFR 104.21(c)(6)(i),
(ii), and (iii), would track 36 U.S.C.
510(b) by requiring disclosure of the
name and address of each person
making donations aggregating equal to,
or in excess of, $200, the amount of each
such donation, and the date that each
such donation was received. Inaugural
committees would be required to report
all donations made by a person whose
total donations aggregate $200 or more.
This is similar to Commission
regulations at 11 CFR 104.3(a)(4)(i)
requiring political committees to
itemize all contributions from a person
once that person’s contributions exceed
$200 in the aggregate.

Proposed paragraph (d) would require
the inaugural committee to maintain
records in accordance with the
requirements of 11 CFR 104.14. The
Commission requests comments on
whether inaugural committees should
be required to comply with the
Commission’s established
recordkeeping regulations for political
committees. See 11 CFR 104.14(b).
Alternatively, should the Commission
set forth recordkeeping rules
specifically for inaugural committees?
Should there be any recordkeeping
requirements?
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II. Proposed 11 CFR 110.20(j).
Donations by Foreign Nationals to
Inaugural Committees

Current 11 CFR 110.20 prohibits
contributions, donations, expenditures,
independent expenditures, and
disbursements by foreign nationals in
connection with any election. Section
110.20 implements 2 U.S.C. 441e, which
was amended by BCRA. See generally
Final Rule and Explanation and
Justification, “Contribution Limits and
Prohibitions,” 67 FR 69928, 69940
(November 19, 2002).

In addition to these prohibitions
codified at 2 U.S.C. 441e, BCRA also
prohibits an inaugural committee from
accepting a donation from a foreign
national. 36 U.S.C. 510(c). Proposed
new paragraph (j) of 11 CFR 110.20
would implement BCRA section 308 by
prohibiting foreign nationals from
directly or indirectly donating to an
inaugural committee. Proposed
paragraph (j) would also prohibit any
person from knowingly soliciting,
accepting or receiving donations to an
inaugural committee from a foreign
national. In both of these respects,
proposed paragraph (j) generally follows
the structure of the current provisions of
section 110.20.

BCRA section 308 does not explicitly
forbid donations by a foreign national to
an inaugural committee. On its face,
section 308 merely forbids acceptance of
such a donation by an inaugural
committee. The Commission seeks
comment on whether the proposed
rule’s explicit prohibition on donations
by a foreign national would be a
permissible interpretation of BCRA
section 308; e.g., as a necessary
implication of the ban on acceptance.

Although BCRA section 308 does not
expressly establish a knowledge
standard with regard to its prohibition
on acceptance of foreign national
donations, proposed paragraph (j)
would prohibit only the knowing
solicitation, acceptance, or receipt of a
donation from a foreign national. In
proposed paragraph (j), “knowingly”
would have the same meaning as is set
out in current paragraph (a)(4) of section
110.20. The Commission has read a
“knowingly” standard into its rules
banning the acceptance of foreign
national contributions and donations by
other persons. See 11 CFR 100.20(g) and
the Final Rule and Explanation and
Justification, “Contribution Limits and
Prohibitions,” 67 FR 69928, 69940
(November 19, 2002).

“Donation,” as used in proposed
paragraph (j) would have the same
meaning as in 11 CFR 110.20(a)(2),
which uses the definition of “donation”

at 11 CFR 300.2(e). “Foreign national”
would have the same meaning as in 2
U.S.C. 441e(b) and 11 CFR 110.20(a)(3).
Proposed paragraph (j) would include a
reference to proposed 11 CFR
104.21(a)(1) for the definition of
“inaugural committee.”

Certification of No Effect Pursuant to 5
U.S.C. 605(b) (Regulatory Flexibility
Act)

The attached proposed rules, if
promulgated, would not have a
significant economic impact on a
substantial number of small entities.
The basis of this certification is that this
proposed rule affects only Presidentially
appointed inaugural committees, of
which there will be only one every four
years. The inaugural committee does not
appear to be a small entity within the
meaning of 5 U.S.C. 601(3)—(6). Even if
the inaugural committee is deemed a
small entity, the new reporting
requirements would require the filing of
only one letter and one report. There
would be no ongoing reporting
requirement. Therefore, any increase in
the cost of compliance would not
impose a significant economic burden
on a substantial number of these
entities.

List of Subjects

11 CFR Part 104

Campaign funds, Political committees
and parties, Reporting and
recordkeeping requirements.

11 CFR Part 110

Campaign funds, Political committees
and parties.

For the reasons set forth in the
preamble, the Federal Election
Commission proposes to amend
subchapter A of chapter I of title 11 of
the Code of Federal Regulations as
follows:

PART 104—REPORTS BY POLITICAL
COMMITTEES, PERSONS MAKING
ELECTIONEERING COMMUNICATIONS
AND INAUGURAL COMMITTEES (2
U.S.C. 434, 36 U.S.C. 510)

1. The title of part 104 would be
revised to read as set forth above.

2. The authority citation for part 104
would be revised to read as follows:

Authority: 2 U.S.C. 431(1), 431(8), 431(9),
432(i), 434, 438(a)(8), 438(b), 439a, and 36
U.S.C. 510.

3. New § 104.21 would be added to
read as follows:

§104.21 Reporting by inaugural
committees.

(a) Definitions. (1) Inaugural
committee. Inaugural committee means

the committee appointed by the
President-elect to be in charge of the
Presidential inaugural ceremony and
functions and activities connected with
the inaugural ceremony.

(2) Donation. For purposes of this
section, donation means a payment, gift,
subscription, loan, advance, deposit, or
anything of value given to an inaugural
committee.

(b) Filing by inaugural committees. In
order to be considered the inaugural
committee under 35 U.S.C. chapter 5,
within 15 days of appointment by the
President-elect, the appointed
committee must file a letter with the
Commission containing the following:

(1) The name and address of the
inaugural committee;

(2) The name of the chairperson, or
the name and title of another officer
who will serve as the point of contact;
and

(3) A statement agreeing to comply
with paragraph (c) of this section and 11
CFR 110.20(j).

(c) Reporting requirements of
inaugural committees. (1) Who must
report. The chairperson or other officer
identified in the filing required by
paragraph (b) of this section shall sign
and file a report in accordance with this
paragraph (c) of this section.

(2) When to file. The inaugural
committee must file a report with the
Commission not later than the 90th day
following the date on which the
Presidential inaugural ceremony is held.
This report must be timely filed in
accordance with 11 CFR 100.19.

(3) Where to file. All letters,
statements, and reports required under
this section, as well as any
amendment(s) thereto, shall be filed
with the Federal Election Commission,
999 E Street, NW., Washington, DC
20463.

(4) How to file. An inaugural
committee must file its letters,
statements, and reports in original form,
however, an inaugural committee may
choose to file its reports in an electronic
format that meets the requirements of 11
CFR 104.18.

(5) Form. An inaugural committee
must file the report required by this
paragraph on FEC Form 13.

(6) Contents of reports. Each report
filed with the Commission under this
section must contain:

(i) The name and address of the
person making each donation of money
or of anything of value aggregating $200
Or MOre;

(ii) The amount of each such
donation; and

(iii) The date each such donation is
received by the inaugural committee.
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(d) Recordkeeping. All inaugural
committees that file statements and
reports under this section must
maintain records in accordance with 11
CFR 104.14.

PART 110—CONTRIBUTION AND
EXPENDITURE LIMITATIONS AND
PROHIBITIONS

4. The authority citation for part 110
would be revised to read as follows:

Authority: 2 U.S.C. 431(8), 431(9),
432(c)(2), 437d, 438(a)(8), 441a, 441b, 441d,
441e, 441f, 441g, 441h, and 441k, and 36
U.S.C. 510.

5. The title to § 110.20 would be
revised and paragraph (j) would be
added to read as follows:

§110.20 Prohibition on contributions,
donations, expenditures, independent
expenditures, and disbursements by
foreign nationals (2 U.S.C. 441e, 36 U.S.C.
510).

* * * * *

(j) Donations by foreign nationals to
inaugural committees. A foreign
national shall not, directly or indirectly,
make a donation to an inaugural
committee, as defined in 11 CFR
104.21(a)(1). No person shall knowingly
solicit, accept or receive from a foreign
national any donation to an inaugural
committee.

Dated: April 1, 2004.
Bradley A. Smith,
Chairman, Federal Election Commission.
[FR Doc. 04-7855 Filed 4—6-04; 8:45 am)]
BILLING CODE 6715-01-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39
[Docket No. 2003-NM-135-AD]
RIN 2120-AA64

Airworthiness Directives; Airbus Model
A319 and A320-200 Series Airplanes

AGENCY: Federal Aviation
Administration, DOT.

ACTION: Notice of proposed rulemaking
(NPRM).

SUMMARY: This document proposes the
supersedure of an existing airworthiness
directive (AD), applicable to certain
Airbus Model A319 and A320-200
series airplanes, that currently requires
repetitive inspections to detect loose,
missing, or discrepant rivets in specified
areas of the door frames of the overwing
emergency exits, and corrective action if
necessary. That AD also requires

measurement of the grip length of all
rivets in the specified areas, and
corrective action if necessary, which
terminates the repetitive inspections.
This new action would add an
inspection for correct dimensions of the
interior countersinks of the rivet holes,
and related corrective action. The
actions specified by the proposed AD
are intended to prevent loose, missing,
or discrepant rivets, which could lead to
reduced structural integrity of the door
frames of the overwing emergency exits.
This action is intended to address the
identified unsafe condition.

DATES: Comments must be received by
May 7, 2004.

ADDRESSES: Submit comments in
triplicate to the Federal Aviation
Administration (FAA), Transport
Airplane Directorate, ANM-114,
Attention: Rules Docket No. 2003—-NM-
135—AD, 1601 Lind Avenue, SW.,
Renton, Washington 98055—4056.
Comments may be inspected at this
location between 9 a.m. and 3 p.m.,
Monday through Friday, except Federal
holidays. Comments may be submitted
via fax to (425) 227-1232. Comments
may also be sent via the Internet using
the following address: 9-anm-
nprmcomment@faa.gov. Comments sent
via fax or the Internet must contain
“Docket No. 2003—-NM-135—-AD” in the
subject line and need not be submitted
in triplicate. Comments sent via the
Internet as attached electronic files must
be formatted in Microsoft Word 97 or
2000 or ASCII text.

The service information referenced in
the proposed rule may be obtained from
Airbus, 1 Rond Point Maurice Bellonte,
31707 Blagnac Cedex, France. This
information may be examined at the
FAA, Transport Airplane Directorate,
1601 Lind Avenue, SW., Renton,
Washington.

FOR FURTHER INFORMATION CONTACT: Dan
Rodina, Aerospace Engineer,
International Branch, ANM-116, FAA,
Transport Airplane Directorate, 1601
Lind Avenue, SW., Renton, Washington
98055—4056; telephone (425) 227-2125;
fax (425) 227-1149.

SUPPLEMENTARY INFORMATION:

Comments Invited

Interested persons are invited to
participate in the making of the
proposed rule by submitting such
written data, views, or arguments as
they may desire. Communications shall
identify the Rules Docket number and
be submitted in triplicate to the address
specified above. All communications
received on or before the closing date
for comments, specified above, will be
considered before taking action on the

proposed rule. The proposals contained
in this action may be changed in light
of the comments received.

Submit comments using the following
format:

e Organize comments issue-by-issue.
For example, discuss a request to
change the compliance time and a
request to change the service bulletin
reference as two separate issues.

e For each issue, state what specific
change to the proposed AD is being
requested.

¢ Include justification (e.g., reasons or
data) for each request.

Comments are specifically invited on
the overall regulatory, economic,
environmental, and energy aspects of
the proposed rule. All comments
submitted will be available, both before
and after the closing date for comments,
in the Rules Docket for examination by
interested persons. A report
summarizing each FAA-public contact
concerned with the substance of this
proposal will be filed in the Rules
Docket.

Commenters wishing the FAA to
acknowledge receipt of their comments
submitted in response to this action
must submit a self-addressed, stamped
postcard on which the following
statement is made: “Comments to
Docket Number 2003—NM-135—-AD.”
The postcard will be date stamped and
returned to the commenter.

Availability of NPRMs

Any person may obtain a copy of this
NPRM by submitting a request to the
FAA, Transport Airplane Directorate,
ANM-114, Attention: Rules Docket No.
2003-NM-135-AD, 1601 Lind Avenue,
SW., Renton, Washington 98055—4056.

Discussion

On February 21, 2002, the FAA issued
AD 2002-04-10, amendment 39-12667
(67 FR 9392, March 1, 2002), applicable
to certain Airbus Model A319 and
A320-200 series airplanes, to require
repetitive inspections to detect loose or
missing rivets in specified areas of the
door frames of the overwing emergency
exits, and corrective action if necessary.
That AD also requires measurement of
the grip length of all rivets in the
specified areas, and corrective action if
necessary, which terminates the
repetitive inspections. That action was
prompted by mandatory continuing
airworthiness information from a
foreign airworthiness authority. The
requirements of that AD are intended to
detect and correct loose, missing, or
discrepant rivets, which could lead to
reduced structural integrity of the
overwing emergency exit door frames.



Federal Register/Vol. 69, No. 67/Wednesday, April 7, 2004 /Proposed Rules

18305

Actions Since Issuance of Previous Rule

Since the issuance of AD 2002—-04-10,
the Direction Générale de I’Aviation
Civile (DGAC), which is the
airworthiness authority for France, has
informed us of the cancellation of
French airworthiness directive 2001—
241(B), dated June 27, 2001, which was
referenced in AD 2002—04-10. The
DGAC mandated an inspection program
to detect loose, missing, or discrepant
rivets and verify the grip length of
affected rivets. During accomplishment
of the inspection required by AD 2002—
04-10, one operator reported that some
of the interior courtersinks did not meet
design requirements, which could affect
the structural integrity of the airplane.
Therefore, the DGAC has issued French
airworthiness directive 2003—-147(B) R1,
dated May 14, 2003, to require a
supplemental inspection program to
measure affected interior countersinks
of the rivet holes.

Explanation of Relevant Service
Information

Airbus has issued Service Bulletin
A320-53-1147, Revision 02, including
Appendix 01, dated December 3, 2002.
Revision 02 is similar to the original
issue of the service bulletin (which was
referenced in the existing AD for
accomplishment of the specified
actions), but adds work for airplanes
which have been inspected per the
original issue. Revision 02 describes
additional procedures for a detailed
visual inspection for correct dimensions
of the interior countersinks of the rivet
holes, and related corrective action. The
related corrective action includes
rework of any interior countersink with
an incorrect dimension to the correct
dimension, and installation of a new
rivet with the correct grip length.

Airbus also has issued Service
Bulletin A320-53-1147, Revision 03,
including Appendix 01, dated August 5,
2003. Revision 03 merely notes minor
changes to French airworthiness
directive 2003—147(B), dated April 26,
2003, by issuance of French
airworthiness directive 2003-147(B) R1,
dated May 14, 2003 (which is referenced
in the proposed AD, as specified below).

The DGAC classified this service
bulletin as mandatory and issued
French airworthiness directive 2003—
147(B) R1, dated May 14, 2003, to
ensure the continued airworthiness of
these airplanes in France.

FAA'’s Conclusions

These airplane models are
manufactured in France and are type
certificated for operation in the United
States under the provisions of section

21.29 of the Federal Aviation
Regulations (14 CFR 21.29) and the
applicable bilateral airworthiness
agreement. Pursuant to this bilateral
airworthiness agreement, the DGAC has
kept us informed of the situation
described above. We have examined the
findings of the DGAG, reviewed all
available information, and determined
that AD action is necessary for products
of this type design that are certificated
for operation in the United States.

Explanation of Requirements of
Proposed AD

Since an unsafe condition has been
identified that is likely to exist or
develop on other airplanes of the same
type design registered in the United
States, the proposed AD would
supersede AD 2002—04-10 to continue
to require repetitive inspections to
detect loose, missing, or discrepant
rivets in specified areas of the door
frames of the overwing emergency exits
and corrective action if necessary. This
proposed AD also continues to require
measurement of the grip length of all
rivets in the specified areas, and
corrective action if necessary, which
terminates the repetitive inspections. In
addition, the proposed AD adds an
inspection for correct dimensions of the
interior countersinks, and related
corrective action. The actions would be
required to be accomplished in
accordance with the service bulletin
described previously, except as
discussed below.

Difference Between Proposed Rule and
Service Bulletin

Although the service bulletin
specifies that operators may contact the
manufacturer for disposition of certain
repair conditions, this proposal would
require operators to repair those
conditions per a method approved by
either the FAA or the DGAC (or its
delegated agent). In light of the type of
repair that would be required to address
the unsafe condition, and consistent
with existing bilateral airworthiness
agreements, we have determined that,
for this proposed AD, a repair approved
by either the FAA or the DGAC would
be acceptable for compliance with this
proposed AD.

Explanation of Change Made to Existing
Requirements

We have changed all references to a
“detailed visual inspection” in the
existing AD to “detailed inspection” in
this proposed AD. We also have revised
Note 1 to define the detailed inspection.

Explanation of Compliance Time

Although we normally require that
any corrective action be done before
further flight, we have determined that
the potential for reduced structural
integrity of the door frame is very low
if the dimension of an interior
countersink is incorrect. Thus, we have
determined that the corrective action
may be deferred until 1,000 flight cycles
after accomplishment of the inspection
required by paragraph (e) of this AD, as
recommended in the service bulletin.
Such deferral will not adversely affect
safety.

Work Hour Rate Increase

We have reviewed the figures we have
used over the past several years to
calculate AD costs to operators. To
account for various inflationary costs in
the airline industry, we find it necessary
to increase the labor rate used in these
calculations from $60 per work hour to
$65 per work hour. The cost impact
information, below, reflects this
increase in the specified hourly labor
rate.

Cost Impact

There are approximately 168
airplanes of U.S. registry that would be
affected by this proposed AD.

The inspections that are currently
required by AD 2002—-04-10 take about
1 work hour per airplane to do, at an
average labor rate of $65 per work hour.
Based on these figures, the cost impact
of the currently required inspections is
estimated to be $65 per airplane, per
inspection cycle.

The new inspection that is proposed
in this AD action would take about 1
work hour per airplane to do, at an
average labor rate of $65 per work hour.
Based on these figures, the cost impact
of the new inspection proposed by this
AD on U.S. operators is estimated to be
$10,920, or $65 per airplane.

The cost impact figures discussed
above are based on assumptions that no
operator has yet accomplished any of
the current or proposed requirements of
this AD action, and that no operator
would accomplish those actions in the
future if this AD were not adopted. The
cost impact figures discussed in AD
rulemaking actions represent only the
time necessary to perform the specific
actions actually required by the AD.
These figures typically do not include
incidental costs, such as the time
required to gain access and close up,
planning time, or time necessitated by
other administrative actions.

Regulatory Impact

The regulations proposed herein
would not have a substantial direct



18306

Federal Register/Vol. 69, No. 67/Wednesday, April 7, 2004 /Proposed Rules

effect on the States, on the relationship
between the national Government and
the States, or on the distribution of
power and responsibilities among the
various levels of government. Therefore,
it is determined that this proposal
would not have federalism implications
under Executive Order 13132.

For the reasons discussed above, I
certify that this proposed regulation (1)
is not a “significant regulatory action”
under Executive Order 12866; (2) is not
a “significant rule”” under the DOT
Regulatory Policies and Procedures (44
FR 11034, February 26, 1979); and (3) if
promulgated, will not have a significant
economic impact, positive or negative,
on a substantial number of small entities
under the criteria of the Regulatory
Flexibility Act. A copy of the draft
regulatory evaluation prepared for this
action is contained in the Rules Docket.
A copy of it may be obtained by
contacting the Rules Docket at the
location provided under the caption
ADDRESSES.

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Safety.

The Proposed Amendment

Accordingly, pursuant to the
authority delegated to me by the
Administrator, the Federal Aviation
Administration proposes to amend part
39 of the Federal Aviation Regulations
(14 CFR part 39) as follows:

PART 39—AIRWORTHINESS
DIRECTIVES

1. The authority citation for part 39
continues to read as follows:

Authority: 49 U.S.C. 106(g), 40113, 44701.
§39.13 [Amended]

2. Section 39.13 is amended by
removing amendment 39-12667 (67 FR
9392, March 1, 2002), and by adding a
new airworthiness directive (AD), to
read as follows:

Airbus: Docket 2003—-NM-135-AD.
Supersedes AD 2002—04-10,
Amendment 39-12667.

Applicability: Model A319 series airplanes
and A320-200 series airplanes; certificated in
any category; as listed in Airbus Service
Bulletin A320-53-1147, dated September 22,
2000; Revision 02, dated December 3, 2002;
or Revision 03, dated August 5, 2003.

Compliance: Required as indicated, unless
accomplished previously.

To prevent loose, missing, or discrepant
rivets in specified areas of the door frames of
the overwing emergency exits, which could
lead to reduced structural integrity of the
door frames, accomplish the following:

Restatement of Requirements of AD 2002-
04-10

Repetitive Inspections

(a) Within 3,500 flight cycles after April 5,
2002 (the effective date of AD 2002—-04-10,
amendment 39-12667): Conduct a detailed
inspection of the specified areas of the door
frames of the overwing emergency exits for
loose, missing, or discrepant rivets, in
accordance with Part B and Figure 5 of the
Accomplishment Instructions of Airbus
Service Bulletin A320-53—-1147, dated
September 22, 2000; Revision 02, dated
December 3, 2002; or Revision 03, dated
August 5, 2003. If no loose, missing, or
discrepant rivets are found, repeat the
inspection at intervals not to exceed 3,500
flight cycles until the requirements of
paragraph (d) have been accomplished. As of
the effective date of this AD, only Revision
02 or Revision 03 of the service bulletin may
be used.

Note 1: For the purposes of this AD, a
detailed inspection is defined as: “An
intensive visual examination of a specific
structural area, system, installation, or
assembly to detect damage, failure, or
irregularity. Available lighting is normally
supplemented with a direct source of good
lighting at intensity deemed appropriate by
the inspector. Inspection aids such as mirror,
magnifying lenses, etc., may be used. Surface
cleaning and elaborate access procedures
may be required.”

Corrective Action

(b) If the inspection required by paragraph
(a) of this AD reveals that there are loose,
missing, or discrepant rivets: Prior to further
flight, accomplish the requirements of either
paragraph (b)(1) or (b)(2) of this AD, in
accordance with Part C and Figure 5 of the
Accomplishment Instructions of Airbus
Service Bulletin A320-53—-1147, dated
September 22, 2000; Revision 02, dated
December 3, 2002; or Revision 03, dated
August 5, 2003. As of the effective date of
this AD, only Revision 02 or Revision 03 of
the service bulletin may be used.

(1) Measure the grip length of all rivets in
the specified areas in which the loose,
missing, or discrepant rivets were detected
and perform corrective action (e.g.,
inspecting rivet holes for cracks, opening up
rivet holes, repairing cracks at rivet holes,
and installing new rivets) as applicable, per
the service bulletin; except as specified in
paragraph (c) of this AD. Repeat the detailed
visual inspection required by paragraph (a) of
this AD at intervals not to exceed 3,500 flight
cycles until the requirements of paragraph (d)
of this AD have been accomplished.

(2) Measure the grip length of all rivets in
all specified areas and perform corrective
action (e.g., inspecting rivet holes for cracks,
opening up rivet holes, repairing cracks at
rivet holes, and installing new rivets) as
applicable, per the service bulletin; except as
specified in paragraph (c) of this AD.

(c) If Airbus Service Bulletin A320-53—
1147, dated September 22, 2000; Revision 02,
dated December 3, 2002; or Revision 03,
dated August 5, 2003; recommends
contacting the manufacturer for instructions
concerning certain repairs, perform those

repairs in accordance with a method
approved by the Manager, International
Branch, ANM-116, FAA, Transport Airplane
Directorate, or by the Direction Générale de
I’Aviation Civile or its delegated agent.

Terminating Action

(d) Prior to the accumulation of 24,000
total flight cycles or within 3,500 flight
cycles after April 5, 2002, whichever occurs
later: Accomplish the requirements of
paragraph (b)(2) of this AD, which constitutes
terminating action for the requirements
specified in paragraphs (a) and (b) of this AD.

New Requirements of This AD

Inspection of Interior Countersinks/
Corrective Action

(e) Prior to the accumulation of 24,000 total
flight cycles or within 3,500 flight cycles
after the effective date of this AD, whichever
occurs later: Do a detailed inspection for
correct dimensions of the interior
countersinks of the rivet holes of the door
frames of the overwing emergency exits; and
any related corrective action; per the
Accomplishment Instructions of Airbus
Service Bulletin A320-53—-1147, Revision 02,
including Appendix 01, dated December 3,
2002; or Revision 03, including Appendix 01,
dated August 5, 2003. Do any related
corrective action within 1,000 flight cycles
after doing the inspection.

Alternative Methods of Compliance

(f)(1) In accordance with 14 CFR 39.19, the
Manager, International Branch, ANM-116, is
authorized to approve alternative methods of
compliance for this AD.

(2) Alternative methods of compliance,
approved previously per AD 2002-04-10,
amendment 39-12667, are approved as
alternative methods of compliance with
paragraphs (a) and (b) of this AD.

Note 2: The subject of this AD is addressed
in French airworthiness directive 2003—
147(B) R1, dated May 14, 2003.

Issued in Renton, Washington, on March
30, 2004.

Kalene C. Yanamura,

Acting Manager, Transport Airplane
Directorate, Aircraft Certification Service.

[FR Doc. 04—-7890 Filed 4—6—04; 8:45 am|
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39
[Docket No. 2003—-NM—185-AD]
RIN 2120-AA64

Airworthiness Directives; Bombardier
Model DHC-8-102 Airplanes

AGENCY: Federal Aviation
Administration, DOT.

ACTION: Notice of proposed rulemaking
(NPRM).
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SUMMARY: This document proposes the
adoption of a new airworthiness
directive (AD) that is applicable to
certain Bombardier Model DHGC—8-102
airplanes. This proposal would require
modification of the electrical power
circuit. This action is necessary to
prevent component failure in the radar
indicator, resulting in an overcurrent
condition and consequent overheating
or burning of an internal component or
the ribbon cable. This could lead to
smoke in the cockpit, resulting in
incapacitation of the flight crew and
loss of control of the airplane. This
action is intended to address the
identified unsafe condition.

DATES: Comments must be received by
May 7, 2004.

ADDRESSES: Submit comments in
triplicate to the Federal Aviation
Administration (FAA), Transport
Airplane Directorate, ANM-114,
Attention: Rules Docket No. 2003—-NM-
185—AD, 1601 Lind Avenue, SW.,
Renton, Washington 98055—4056.
Comments may be inspected at this
location between 9 a.m. and 3 p.m.,
Monday through Friday, except Federal
holidays. Comments may be submitted
via fax to (425) 227-1232. Comments
may also be sent via the Internet using
the following address: 9-anm-
nprmcomment@faa.gov. Comments sent
via fax or the Internet must contain
“Docket No. 2003—-NM-185—-AD” in the
subject line and need not be submitted
in triplicate. Comments sent via the
Internet as attached electronic files must
be formatted in Microsoft Word 97 for
Windows or ASCII text.

The service information referenced in
the proposed rule may be obtained from
Bombardier, Inc., Bombardier Regional
Aircraft Division, 123 Garratt Boulevard,
Downsview, Ontario M3K 1Y5, Canada.
This information may be examined at
the FAA, Transport Airplane
Directorate, 1601 Lind Avenue, SW.,
Renton, Washington; or at the New York
Aircraft Certification Office (ACO), 1600
Stewart Ave., Westbury, New York.

FOR FURTHER INFORMATION CONTACT:
Doug Wagner, Electrical Systems
Engineer, ANE-172, FAA, New York
Aircraft Certification Office, 1600
Stewart Ave., Westbury, New York
11590; telephone (516) 228—7306; fax
(516) 794-5531.

SUPPLEMENTARY INFORMATION:

Comments Invited

Interested persons are invited to
participate in the making of the
proposed rule by submitting such
written data, views, or arguments as
they may desire. Communications shall
identify the Rules Docket number and

be submitted in triplicate to the address
specified above. All communications
received on or before the closing date
for comments, specified above, will be
considered before taking action on the
proposed rule. The proposals contained
in this action may be changed in light
of the comments received.

Submit comments using the following
format:

¢ Organize comments issue-by-issue.
For example, discuss a request to
change the compliance time and a
request to change the service bulletin
reference as two separate issues.

e For each issue, state what specific
change to the proposed AD is being
requested.

¢ Include justification (e.g., reasons or
data) for each request.

Comments are specifically invited on
the overall regulatory, economic,
environmental, and energy aspects of
the proposed rule. All comments
submitted will be available, both before
and after the closing date for comments,
in the Rules Docket for examination by
interested persons. A report
summarizing each FAA-public contact
concerned with the substance of this
proposal will be filed in the Rules
Docket.

Commenters wishing the FAA to
acknowledge receipt of their comments
submitted in response to this action
must submit a self-addressed, stamped
postcard on which the following
statement is made: “Comments to
Docket Number 2003-NM-185-AD.”
The postcard will be date stamped and
returned to the commenter.

Availability of NPRMs

Any person may obtain a copy of this
NPRM by submitting a request to the
FAA, Transport Airplane Directorate,
ANM-114, Attention: Rules Docket No.
2003-NM-185—-AD, 1601 Lind Avenue,
SW., Renton, Washington 98055—4056.

Discussion

Transport Canada Civil Aviation
(TCCA), which is the airworthiness
authority for Canada, notified the FAA
that an unsafe condition exists on
certain Bombardier Model DHC-8-102
airplanes. TCCA advises that it has
received reports of smoke in the cockpit.
The cause has been attributed to
insufficient circuit protection being
provided by the existing circuit breaker
in the avionics circuit breaker panel
leading to component failure in the
radar indicator, resulting in an
overcurrent condition and consequent
overheating or burning of an internal
component or the ribbon cable. This
condition, if not corrected, could lead to
smoke in the cockpit, resulting in

incapacitation of the flight crew and
loss of control of the airplane.

Explanation of Relevant Service
Information

Bombardier has issued Modification
Summary Package (ModSum)
1S8Q3450000, Revision A, released
October 16, 2002, which describes
procedures for modification of the
electrical power circuit. The
modification includes replacing the 7.5
ampere (amp) circuit breaker on the
avionics circuit breaker panel with a
new 5.0 amp circuit breaker; installing
an additional 3.0 amp circuit breaker for
the radar indicator; re-terminating
existing connecting wires; taping and
stowing existing wires; adding new
wires (routing new wires with existing
wires); and performing an operational
test of the weather radar system; as
applicable. Accomplishment of the
actions specified in the ModSum is
intended to adequately address the
identified unsafe condition. TCCA
classified this ModSum as mandatory
and issued Canadian airworthiness
directive CF—2003-13, effective June 20,
2003, to ensure the continued
airworthiness of these airplanes in
Canada.

FAA’s Conclusions

This airplane model is manufactured
in Canada and is type certificated for
operation in the United States under the
provisions of § 21.29 of the Federal
Aviation Regulations (14 CFR 21.29)
and the applicable bilateral
airworthiness agreement. Pursuant to
this bilateral airworthiness agreement,
TCCA has kept the FAA informed of the
situation described above. The FAA has
examined the findings of TCCA,
reviewed all available information, and
determined that AD action is necessary
for products of this type design that are
certificated for operation in the United
States.

Explanation of Requirements of
Proposed Rule

Since an unsafe condition has been
identified that is likely to exist or
develop on other airplanes of the same
type design registered in the United
States, the proposed AD would require
accomplishment of the actions specified
in the ModSum described previously.

Cost Impact

The FAA estimates that 48 Model
DHC-8-102 airplanes of U.S. registry
would be affected by this proposed AD.
The average labor rate is $65 per work
hour and the estimated time to
accomplish this proposed AD is
between 3 work hours and 9 work hours
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per airplane. Required parts would cost
$150 per airplane. Total estimated cost
would be between $16,560 and $35,280,
or between $345 and $735 per airplane.

The cost impact figures discussed
above are based on assumptions that no
operator has yet accomplished any of
the proposed requirements of this AD
action, and that no operator would
accomplish those actions in the future if
this AD were not adopted. The cost
impact figures discussed in AD
rulemaking actions represent only the
time necessary to perform the specific
actions actually required by the AD.
These figures typically do not include
incidental costs, such as the time
required to gain access and close up,
planning time, or time necessitated by
other administrative actions.

Regulatory Impact

The regulations proposed herein
would not have a substantial direct
effect on the States, on the relationship
between the national Government and
the States, or on the distribution of
power and responsibilities among the
various levels of government. Therefore,
it is determined that this proposal
would not have federalism implications
under Executive Order 13132.

For the reasons discussed above, I
certify that this proposed regulation (1)
is not a “significant regulatory action”
under Executive Order 12866; (2) is not
a “significant rule” under the DOT
Regulatory Policies and Procedures (44
FR 11034, February 26, 1979); and (3) if
promulgated, will not have a significant
economic impact, positive or negative,
on a substantial number of small entities
under the criteria of the Regulatory
Flexibility Act. A copy of the draft
regulatory evaluation prepared for this
action is contained in the Rules Docket.
A copy of it may be obtained by
contacting the Rules Docket at the
location provided under the caption
ADDRESSES.

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Safety.

The Proposed Amendment

Accordingly, pursuant to the
authority delegated to me by the
Administrator, the Federal Aviation
Administration proposes to amend part
39 of the Federal Aviation Regulations
(14 CFR part 39) as follows:

PART 39—AIRWORTHINESS
DIRECTIVES

1. The authority citation for part 39
continues to read as follows:

Authority: 49 U.S.C. 106(g), 40113, 44701.

§39.13 [Amended]

2. Section 39.13 is amended by
adding the following new airworthiness
directive:

Bombardier, Inc. (Formerly de Havilland,
Inc.): Docket 2003—-NM-185—AD.

Applicability: Model DHC-8-102
airplanes, serial numbers 023 through 392
inclusive; certificated in any category;
equipped with an RDS86 Weather Radar
System, excluding those airplanes equipped
with option CR834CH00284.

Compliance: Required as indicated, unless
accomplished previously.

To prevent component failure in the radar
indicator, resulting in an overcurrent
condition and consequent overheating or
burning of an internal component or the
ribbon cable, which could lead to smoke in
the cockpit, resulting in incapacitation of the
crew and loss of control of the airplane;
accomplish the following:

Modification

(a) Within 12 months from the effective
date of this AD, modify the electrical power
circuit by accomplishing all the actions in
the Accomplishment Instructions of
Bombardier Modification Summary Package
(ModSum) IS8Q3450000, Revision A,
released October 16, 2002; as applicable. Do
the actions per the ModSum.

Alternative Methods of Compliance

(b) In accordance with 14 CFR 39.19, the
Manager, New York Aircraft Certification
Office (ACO), FAA, is authorized to approve
alternative methods of compliance for this
AD.

Note 1: The subject of this AD is addressed
in Canadian airworthiness directive CF—
2003-13, effective June 20, 2003.

Issued in Renton, Washington, on March
30, 2004.
Kalene C. Yanamura,
Acting Manager, Transport Airplane
Directorate, Aircraft Certification Service.
[FR Doc. 04-7889 Filed 4-6—04; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 71

[Docket No. FAA-2004-17093; Airspace
Docket No. 04—-AGL-02]

Proposed Modification of Class E
Airspace; Georgetown, OH

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Notice of proposed rulemaking.

SUMMARY: This document proposes to
modify Class E airspace at Georgetown,
OH. A Standard Instrument Approach
Procedure (SIAP) has been developed
for Brown County Airport, Georgetown,
OH. Controlled airspace extending

upward from 700 feet or more above the
surface of the earth is needed to contain
aircraft executing this approach. This
action would increase the area of the
existing controlled airspace for Brown
County Airport.
DATES: Comments must be received on
or before May 31, 2004.
ADDRESSES: Send comments on the
proposal to the Docket Management
System, U.S. Department of
Transportation, Room Plaza 401, 400
Seventh Street, SW., Washington, DC
20590-0001. You must identify the
docket number FAA-2004-17093/
Airspace Docket No. 04—AGL-02, at the
beginning of your comments. You may
also submit comments on the Internet at
http://dms.dot.gov. You may review the
public docket containing the proposal,
any comments received, and any final
disposition in person in the Dockets
Office between 9 a.m. and 5 p.m.,
Monday through Friday, except Federal
holidays. The Docket Office (telephone
1-800-647-5527) is on the plaza level
of the Department of Transportation
NASSIF Building at the above address.
An informal docket may also be
examined during normal business hours
at the office of the Regional Air Traffic
Division, Federal Aviation
Administration, 2300 East Devon
Avenue, Des Plaines, Illinois 60018.
FOR FURTHER INFORMATION CONTACT:
Patricia A. Graham, Air Traffic Division,
Airspace Branch, AGL-520, Federal
Aviation Administration, 2300 East
Devon Avenue, Des Plaines, Illinois
60018, telephone (847) 294-7568.
SUPPLEMENTARY INFORMATION:

Comments Invited

Interested parties are invited to
participate in this proposed rulemaking
by submitting such written data, views,
or arguments as they may desire.
Comments that provide the factual basis
supporting the views and suggestions
presented are particularly helpful in
developing reasoned regulatory
decisions on the proposal. Comments
are specifically invited on the overall
regulatory, aeronautical, economic,
environmental, and energy-related
aspects of the proposal.
Communications should identify both
docket numbers and be submitted in
triplicate to the address listed above.
Commenters wishing the FAA to
acknowledge receipt of their comments
on this document must submit with
those comments a self-addressed,
stamped postcard on which the
following statement is made:
“Comments to Docket No. FAA-2004—
17093/Airspace Docket No. 04—AGL—
02.” The postcard will be date/time
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stamped and returned to the
commenter. All communications
received on or before the specified
closing date for comments will be
considered before taking action on the
proposed rule. The proposal contained
in this action may be changed in light
of comments received. All comments
submitted will be available for
examination in the Rules Docket, FAA,
Great Lakes Region, Office of the
Regional Counsel, 2300 East Devon
Avenue, Des Plaines, Illinois, both
before and after the closing date for
comments. A report summarizing each
substantive public contact with FAA
personnel concerned with this
rulemaking will be filed in the docket.

Availability of NPRM’s

An electronic copy of this document
may be downloaded through the
Internet at http://dms.dot.gov. Recently
published rulemaking documents can
also be accessed through the FAA’s Web
page at http://www.faa.gov or the
Superintendent of Document’s Web
page at http://www.access.gpo.gov/nara.

Additionally, any person may obtain
a copy of this notice by submitting a
request to the Federal Aviation
Administration, Office of Air Traffic
Airspace Management, ATA—400, 800
Independence Avenue, SW.,
Washington, DC 20591, or by calling
(202) 267—-8783. Communications must
identify both docket numbers for this
notice. Persons interested in being
placed on a mailing list for future
NPRM'’s should contact the FAA’s
Office of Rulemaking, (202) 267-9677,
to request a copy of Advisory Circular
No. 11-2A, Notice of Proposed
Rulemaking Distribution System, which
describes the application procedure.

The Proposal

The FAA is considering an
amendment to 14 CFR part 71 to modify
Class E airspace at Georgetown, OH, for
Brown County Airport. Controlled
airspace extending upward from 700
feet or more above the surface of the
earth is needed to contain aircraft
executing instrument approach
procedures. The area would be depicted
on appropriate aeronautical charts.
Class E airspace areas extending upward
from 700 feet or more above the surface
of the earth are published in paragraph
6005 of FAA Order 7400.9L dated
September 2, 2003, and effective
September 16, 2003, which is
incorporated by reference in 14 CFR
71.1. The Class E designations listed in
this document would be published
subsequently in the Order.

The FAA has determined that this
proposed regulation only involves an

establishment body of technical
regulations for which frequent and
routine amendments are necessary to
keep them operationally current.
Therefore this proposed regulation—(1)
Is not a “significant regulatory action”
under Executive Order 12866; (2) is not
a “significant rule” under DOT
Regulatory Policies and Procedures (44
FR 11034; February 26, 1979); and (3)
does not warrant preparation of a
Regulatory Evaluation as the anticipated
impact is so minimal. Since this is a
routine matter that will only affect air
traffic procedures and air navigation, it
is certified that this proposed rule will
not have a significant economic impact
on a substantial number of small entities
under the criteria of the Regulatory
Flexibility Act.

List of Subjects in 14 CFR Part 71

Airspace, Incorporation by reference,
Navigation (air).

The Proposed Amendment

Accordingly, pursuant to the
authority delegated to me, the Federal
Aviation Administration proposes to
amend 14 CFR part 71 as follows:

PART 71—DESIGNATION OF CLASS A,
CLASS B, CLASS C, CLASS D, AND
CLASS E AIRSPACE AREAS;
AIRWAYS; ROUTES; AND REPORTING
POINTS

1. The authority citation for part 71
continues to read as follows:

Authority: 49 U.S.C. 106(g), 40103, 40113,
40120; E.O. 10854, 24 FR 9565, 3 CFR, 1959—
1963 Comp., p. 389.

§71.1 [Amended]

2. The incorporation by reference in
14 CFR 71.1 of the Federal Aviation
Administration Order 7400.9L, Airspace
Designations and Reporting Points,
dated September 2, 2003, and effective
September 16, 2003, is amended as
follows:

* * * * *

Paragraph 6005 Class E airspace areas
extending upward from 700 feet or more
above the surface of the earth.

AGL OH E5 Georgetown, OH [Revised]

Brown County Airport, OH
(Lat. 38°52’55”N., long. 83°52'58”W.)
That airspace extending upward from 700
feet above the surface within an 8.7-mile
radius of Brown County Airport, excluding
that airspace within the West Union, OH
Class E airspace area.
* * * * *

Issued in Des Plaines, Illinois, on March
17, 2004.

Nancy B. Shelton,

Manager, Air Traffic Division, Great Lakes
Region.

[FR Doc. 04-7879 Filed 4—6—-04; 8:45 am]
BILLING CODE 4910-13-M

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 71

[Docket No. FAA-2003—-14849; Airspace
Docket No. 03—AWP-7]

Proposed Establishment of Class E
Airspace; Beckwourth, CA

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Notice of proposed rulemaking.

SUMMARY: This notice proposes to
establish a Class E airspace area at
Beckwourth, CA. The establishment of
an Area Navigation (RNAV) Global
Positioning System (GPS) Instrument
Approach Procedure (IAP) RNAV (GPS)
Runway (RWY) 25, and two RNAV
Departure Procedures (DPs) at
Beckwourth-Nervino Airport, have
made this proposal necessary.
Additional controlled airspace
extending upward from 700 feet or more
above the surface of the earth is needed
to contain aircraft executing the new
procedures. The intended effect of this
proposal is to provide adequate
controlled airspace for Instrument Flight
Rules (IFR) operations.
DATES: Comments must be received on
or before May 24, 2004.
ADDRESSES: Send comments on this
proposal to the Docket Management
System, U.S. Department of
Transportation, Room Plaza 401, 400
Seventh Street, SW., Washington, DC
20590-0001. You must identify the
docket number FAA-2003-14849/
Airspace Docket No. 03—AWP-7, at the
beginning of your comments. You may
also submit comments on the Internet at
http://dms.dot.gov. You may review the
public docket containing the proposal,
any comments received, and any final
dispositions in person in the Docket
Office between 9 a.m. and 5 p.m.,
Monday through Friday, except Federal
holidays. The Docket Office (telephone
1-800-647-5527) is on the plaza level
of the Department of Transporation
NASSIF Building at the above address.
An informal docket may also be
examined during normal business hours
at the Office of the Regional Air Traffic
Division, Western-Pacific Region,
Federal Aviation Administration, at
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15000 Aviation Boulevard, Lawndale,
California 90261.

FOR FURTHER INFORMATION CONTACT: ]eri
Carson, (310) 725—6611.
SUPPLEMENTARY INFORMATION:

Comments Invited

Interested parties are invited to
participate in this proposed rulemaking
by submitting such written data, views,
or arguments, as they may desire.
Comments that provide the factual basis
supporting the views and suggestions
presented are particularly helpful in
developing reasoned regulatory
decisions on the proposal. Comments
are specifically invited on the overall
regulatory, aeronautical, economic,
environmental, and energy-related
aspects of the proposal.
Communications should identify both
docket numbers and be submitted in
triplicate to the address listed above.
Commenters wishing the FAA to
acknowledge receipt of their comments
on this notice must submit with the
comments a self-addressed, stamped
postcard on which the following
statement is made: “Comments to
Docket No. FAA-2003-14849/Airspace
Docket No. 03—AWP-7.”” The postcard
will be date/time stamped and returned
to the commenter.

Availability of NPRM

An electronic copy of this document
may be downloaded through the
Internet at http://dms.dot.gov. Recently
published rulemaking documents can
also be accessed through the FAA’s Web
page at http://www.faa.gov or the
Superintendent of Documents Web page
at http://www.access.gpo.gov/nara.

Additionally, any person may obtain
a copy of this notice by submitting a
request to the Federal Aviation
Administration, Office of Air Traffic
Management, ATA—400, 800
Independence Avenue, SW.,
Washington, DC 20591, or by calling
(202) 267—-8783. Communications must
identify both document numbers for this
notice. Persons interested in being
placed on a mailing list for future
NPRMs should contact the FAA’s Office
of Rulemaking, (202) 267-9677, to
request a copy of Advisory Circular No.
11-2A, Notice of Proposed Rulemaking
Distribution System, which describes
the application procedures.

The Proposal

The FAA is considering an
amendment to 14 CFR part 71 by
establishing a Class E airspace area at
Beckwourth, CA. The establishment of
an RNAV (GPS) RWY 25 IAP, and
RNAYV DPs at Beckwourth-Nervino
Airport have made this proposal

necessary. Controlled airspace
extending upward from 700 feet above
the surface is needed to contain aircraft
executing the RNAV (GPS) RWY 25 IAP,
and RNAV DPs at Beckwourth-Nervino
Airport. The intended effect of this
proposal is to provide adequate
controlled airspace for aircraft executing
the new instrument procedures. Class E
airspace designations are published in
paragraph 6005 of FAA order 7400.9L
dated September 2, 2003, and effective
September 16, 2003, which is
incorporated by reference in 14 CFR
71.1. The Class E airspace designation
listed in this document would be
published subsequently in the Order.
The FAA has (iletermined that this
proposed regulation only involves an
established body of technical
regulations for which frequent and
routine amendments are necessary to
keep them operationally
current. Therefore, this proposed
regulation—(1) Is not a “significant
regulatory action” under Executive
order 12866; (2) is not a “significant
rule” under DOT Regulatory Policies
and Procedures (44 FR 11034, February
26, 1979); and (3) does not warrant
preparation of a regulatory evaluation as
the anticipated impact is so minimal.
Since this is a routine matter that will
only affect air traffic procedures and air
navigation, it is certified that this
proposed rule would not have a
significant economic impact on a
substantial number of small entities
under the criteria of the Regulatory
Flexibility Act.

List of Subjects in 14 CFR Parts 71

Airspace, Incorporation by reference,
Navigation (air).

Adoption of the Amendment

In consideration of the foregoing, the
Federal Aviation Administration
proposes to amend 14 CFR part 71 as
follows:

PART 71—DESIGNATION OF CLASS A,
CLASS B, CLASS C, CLASS D, AND
CLASS E AIRSPACE AREAS; ROUTES;
AND REPORTING POINTS

1. The authority citation for 14 CFR
part 71 continues to read as follows:

Authority: 49 U.S.C. 106(g), 40103, 40113,
40120; E. O. 10854, 24 FR 9565, 3 CFR, 1959—
1963 Comp., p. 389.

§71.1 [Amended]

2. The incorporation by reference in
14 CFR 71.1 of the Federal Aviation
Administration Order 7400.9L, Airspace
Designations and Reporting Points,
dated September 2, 2003, and effective
September 16, 2003, is amended as
follows:

Paragraph 6005 Class E airspace areas
extending upward from 700 feet or more
above the surface of the earth.

* * * * *

AWP CA E5 Beckwourth, CA [NEW]

Beckwourth-Nervino Airport

(Lat. 39°49°06” N, long. 120°21"10” W)
Reno/Tahoe International Airport, NV

(Lat. 39°29'57” N, long. 119°46’06” W)

That airspace extending upward from 700
feet above the surface within a 6.5-mile
radius of the Beckwourth—Nervino Airport
and within 4 miles north and 2 miles south
of the 100° bearing from the Beckwourth-
Nervino Airport extending from 6.5-miles to
12-miles southeast of the Beckwourth-
Nervino Airport and within 2 miles each side
of the 235° bearing from the Beckwourth-
Nervino Airport extending from 6.5-miles to
10 miles west of the Beckwourth-Nervino
Airport, and that airspace bounded by line
beginning at lat. 40°00°00” N, long.
120°06’00” W; to lat. 40°00°00” N, long.
119°54’00” W; to lat. 39°52’00” N, long.
119°45’00” W; thence counterclockwise via
the 21.7-mile radius of the Reno/Tahoe
International Airport to lat. 39°48’00” N,
long. 120°00°00” W; to lat. 39°40°00” N, long.
120°00’00” N to lat. 39°40’00” N, long.
120°06’00” W to the point of beginning.

* * * * *

Issued in Los Angeles, California, on
March 23, 2004.

John Clancy,

Manager, Air Traffic Division, Western-Pacific
Region.

[FR Doc. 04-7880 Filed 4—6—04; 8:45 am]
BILLING CODE 4910-13-M

SOCIAL SECURITY ADMINISTRATION

20 CFR Part 404
[Regulation No. 4]
RIN 0960-AGO01

Federal Old-Age, Survivors and
Disability Insurance; Coverage of
Residents in the Commonwealth of the
Northern Mariana Islands (CNMI);
Coverage of Ministers, Members of the
Clergy and Christian Science
Practitioners

AGENCY: Social Security Administration.
ACTION: Proposed rules.

SUMMARY: We propose to revise several
sections of our regulations to reflect
that, for purposes of the title II benefit
program (title II of the Social Security
Act), we consider the Commonwealth of
the Northern Mariana Islands (CNMI) to
be a part of the United States. The
proposed revisions would take into
account the status of the CNMI under
current law and explain the coverage
rules for work performed in the CNMI.
The proposed revisions also explain that
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the alien nonpayment provisions, which
generally place limits on the payment of
title II benefits to aliens (i.e. non-United
States citizens or nationals) who are
outside the United States, do not apply
to aliens in the CNMI. We also propose
to revise our title I rules on coverage for
ministers, members of religious orders,
or Christian Science practitioners, to
reflect a provision in the Ticket to Work
and Work Incentives Improvement Act
of 1999 that allows a duly ordained,
commissioned or licensed minister, a
member of a religious order, or a
Christian Science practitioner who
previously opted not to be covered
under Social Security, a two-year
window in which to make an
irrevocable election to be covered.

DATES: To consider your comments, we
must receive them no later than June 7,
2004.

ADDRESSES: You may give us your
comments by: using our Internet site
facility (i.e., Social Security Online) at
http://policy.ssa.gov/pnpublic.nsf/
LawsRegs or the Federal eRulemaking
Portal at http://www.regulations.gov; e-
mail to regulations@ssa.gov; telefax to
(410) 966—2830; or letter to the
Commissioner of Social Security, P.O.
Box 17703, Baltimore, MD 21235-7703.
You may also deliver them to the Office
of Disability and Income Security
Programs, Office of Regulations, Social
Security Administration, 100 Altmeyer
Building, 6401 Security Boulevard,
Baltimore, MD 21235-6401, between 8
a.m. and 4:30 p.m. on regular business
days. Comments are posted on our
Internet site. You also may inspect the
comments on regular business days by
making arrangements with the contact
person shown in the preamble.
Electronic Version: The electronic file
of this document is available on the date
of publication in the Federal Register at
http://www.gpoaccess.gov/fr/
index.html. It is also available on the
Internet site for SSA (i.e., Social
Security Online) at http://
policy.ssa.gov/pnpublic.nsf/LawsRegs.

FOR FURTHER INFORMATION CONTACT:
Robert J. Augustine, Social Insurance
Specialist, Office of Regulations, Social
Security Administration, 100 Altmeyer
Building, 6401 Security Boulevard,
Baltimore, MD 21235-6401, (410) 965—
0020 or TTY (410) 966—5609, for
information about this notice. For
information on eligibility or claiming
benefits, call our national toll-free
number, 1-800-772-1213 or TTY 1-
800-325-0778, or visit our Internet Web
site, Social Security Online, at http://
www.socialsecurity.gov.

SUPPLEMENTARY INFORMATION:

A. CNMI Changes

Under Pub. L. Number 94-241
enacted on March 24, 1976, and
codified at 48 U.S.C. 1801, section
502(a) of the Covenant to Establish a
Commonwealth of the Northern
Mariana Islands in Political Union with
the United States of America (the
Covenant) provides that certain laws of
the United States will apply to the
CNMI. The laws include, under section
501(a)(1) of the Covenant, section 228 of
title II of the Social Security Act (the
Act), and title XVI of the Act. The laws
also include “those laws” not
specifically described in section
501(a)(1) “which are applicable to Guam
and which are of general application to
the several States.” Under section
502(a)(2) of the Covenant, such laws
apply to the CNMI “as they are
applicable to the several States.”
Similarly, section 606 of the Covenant
applies the tax and benefit provisions of
the United States Social Security
System to the CNMI, as they apply to
Guam. Guam is considered part of the
United States for purposes of title II of
the Social Security Act. See 42 U.S.C.
410(i).

While we previously revised our
regulations to reflect that the CNMI is
considered to be a part of the United
States for purposes of the transitional
insured provision for special age-72
benefits in section 228 of the Act (see 20
CFR 404.381) and for purposes of the
SSI program (see 20 CFR 416.215), we
have never previously revised our
regulations dealing with entitlement to
retirement, survivors, and disability
insurance benefits under title II to
reflect the treatment of the CNMI under
the Covenant. We, therefore, propose to
revise the following sections of our
regulations to reflect the extension of
the title II program to the CNMI.

Section 404.2

We propose to revise paragraphs (c)(5)
and (c)(6) of section 404.2 of our
regulations to include the CNMI in our
definition of both “State” and the
“United States,” for purposes of
administering title II of the Social
Security Act. This would reflect the full
application of title II of the Social
Security Act to the CNMI beginning
January 1, 1987. See Presidential
Proclamation No. 5564 (51 FR 40399
(Nov. 3, 1986)); see also Presidential
Proclamation No. 4534 (42 FR 56593
(Oct. 24, 1977)).

Section 404.460(a)(1)

Section 404.460(a)(1) of our
regulations describes the scope of the
alien nonpayment provision of the Act,

which limits the payment of Social
Security benefits to aliens outside the
United States. We propose to revise the
definition of “outside the United States”
in this section to reflect that we
consider the CNMI to be a part of the
United States for purposes of this
section. This change is necessary to
reflect that we will not apply the alien
nonpayment provision to aliens residing
in the CNM]I, just as it is not applied to
aliens residing in Guam.

Section 404.1004

Section 404.1004 of our regulations
describes what work is covered as
employment and defines “State” and
“United States” under title II of the
Social Security Act (the Act). Since,
under the Covenant, we treat work in
the CNMI the same as we treat work in
Guam, we propose to revise paragraphs
(b)(4), (b)(8) and (b)(9) of this section to
include the CNMI in the definition of
“State” and “United States” for title II
purposes of the Act.

Section 404.1020

Section 404.1020 of our regulations
describes the coverage of work for States
and their political subdivisions and
instrumentalities. Since, under the
Covenant, we treat work in the CNMI
the same as we treat work in Guam, we
propose to revise § 404.1020(a)(3) of our
regulations to include a reference to the
CNMI directly after the reference to
Guam.

Section 404.1022

Section 404.1022 of our regulations
describes the coverage of employment
for workers in American Samoa or
Guam. Since, under the Covenant, we
treat work in the CNMI the same as we
treat work in Guam, we propose to
revise paragraphs (a) and (c) of this
section to reflect that work performed
for a private employer in the CNMI is
covered employment and that work
performed for the government of the
CNMI is generally excluded from
covered employment.

Section 404.1093

Section 404.1093 of our regulations
provides that in using the exclusions
from gross income provided under
section 931 of the Internal Revenue
Code (the Code), 26 U.S.C. 931, (relating
to income from sources within
possessions of the United States) and
section 932 of the Code, 26 U.S.C. 932,
(relating to citizens of possessions of the
United States) for purposes of figuring
your net earnings from self-
employment, the term “possession of the
United States” does not include the
Virgin Islands, Guam or American
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Samoa. Section 931(c) of the Code, 26
U.S.C. 931(c), defines the term
“specified possession” as Guam,
American Samoa and the CNMI.
Therefore, we propose to revise
§404.1093 to include the CNMI.

Section 404.1096

Section 404.1096(d) of our regulations
provides that a nonresident alien has
self-employment income only if
coverage is provided under a
totalization agreement, but explains that
residents of the Commonwealth of
Puerto Rico, the Virgin Islands, Guam or
American Samoa, are not considered to
be nonresident aliens. Therefore, we
propose to revise this section to reflect
that residents of the CNMI are not
considered to be nonresident aliens.

Section 404.1200

Section 404.1200 describes coverage
for State and local government
employees under section 218 of the Act.
Mandatory Social Security and
Medicare coverage is extended to
certain services performed after July 1,
1991, by individuals who are employees
of a State (other than the District of
Columbia, Guam, or American Samoa).
Since the CNMI is treated like Guam
under the terms of the Covenant, we
propose to revise paragraph (b) of this
section to add the Commonwealth of the
Northern Mariana Islands after Guam.

Section 404.1202

Under title II of the Act, section
210(h) defines the term “State” to
include “the District of Columbia, the
Commonwealth of Puerto Rico, the
Virgin Islands, Guam and American
Samoa.” Section 218(b)(1) of the Act
refines the preceding definition solely
for purposes of section 218, which
concerns voluntary agreements for
coverage of State and local employees,
by eliminating the District of Columbia,
Guam, and American Samoa. The
definition of the term “State’ in
§404.1202(b) is based on the definition
in section 218 of the Act. Since the
CNMI is treated like Guam under the
terms of the Covenant, we propose to
revise §404.1202(b) to reflect that the
CNMI is not considered a State under
section 218. Under the requirements of
the Covenant, it would be treated as a
State for various other purposes under
title II, much like the entities listed in
section 210(h) of the Act.

B. Coverage of Ministers, Members of
Religious Orders, and Christian Science
Practitioners

Section 1402(e) of the Code, 26 U.S.C.
1402(e), allows a duly ordained,
commissioned, or licensed minister, a

member of a religious order, or a
Christian Science practitioner, to file
under the terms of that section for an
exemption from payment of SECA (Self-
Employment Contributions Act) taxes.
Section 1402(e) also provides that an
exemption received pursuant to section
1402(e) is irrevocable. However, section
403 of the Ticket To Work and Work
Incentives Improvement Act of 1999
(Pub. L. 106—-170) amended the Code to
permit individuals who previously
opted for the exemption under section
1402(e)(1) a window of time in which to
revoke the exemption. Once the
exemption is revoked, the individual
may not file any further applications for
exemption under section 1402(e)(1).
This provision is effective for services
performed in taxable years beginning
January 1, 2000. Depending on the date
of the individual’s election, the
provisions of this law apply to services
performed in either the individual’s first
or second taxable year beginning after
December 31, 1999, and for all
succeeding taxable years. The
application for revocation of the
exemption from coverage must be filed
with the Internal Revenue Service
(usually as part of the tax return) no
later than the due date of the Federal
Income Tax Return (including
extensions) for the applicant’s second
taxable year beginning after December
31, 1999.

Congress has permitted revocations of
the exemption twice in the past. The
Social Security Amendments in 1977
and the Tax Reform Act of 1986 each
contained a provision for revocation
within certain time periods. Section
404.1071(a) (Ministers and Members of
a Religious Order) reflects the
revocation period allowed in 1986. We
propose to revise section 404.1071(a) to
reflect the revocation period allowed in
1977 and the most recent period of
revocation offered by section 403 of the
Ticket To Work and Work Incentives
Improvement Act of 1999.

Clarity of These Proposed Rules

Executive Order 12866, as amended
by Executive Order 13258, requires each
agency to write all rules in plain
language. In addition to your
substantive comments on these
proposed rules, we invite your
comments on how to make these
proposed rules easier to understand. For
example:

¢ Have we organized the material to
suit your needs?

o Are the requirements in the rules
clearly stated?

¢ Do the rules contain technical
language or jargon that isn’t clear?

e Would a different format (grouping
and order of sections, use of headings,
paragraphing) make the rules easier to
understand?

e Would more (but shorter) sections
be better?

¢ Could we improve clarity by adding
tables, lists, or diagrams?

e What else could we do to make the
rules easier to understand?

Regulatory Procedures

Executive Order 12866, as Amended by
Executive Order 13258

We have consulted with the Office of
Management and Budget (OMB) and
determined that these final rules meet
the criteria for a significant regulatory
action under Executive Order 12866, as
amended by Executive Order 13258.
Thus, they were reviewed by OMB.

Regulatory Flexibility Act

We certify that these proposed rules
will not have a significant economic
impact on a substantial number of small
entities, as they would affect only
individuals. Therefore, a regulatory
flexibility analysis as provided in the
Regulatory Flexibility Act, as amended,
is not required.

Paperwork Reduction Act

These proposed rules impose no new
reporting or record keeping
requirements subject to clearance by
OMB.

(Catalog of Federal Domestic Assistance
Program Nos. 96.001, Social Security-
Disability Insurance; 96.002, Social Security-
Retirement Insurance; 96.004, Social
Security-Survivors Insurance)

List of Subjects in 20 CFR Part 404

Administrative practice and
procedure, Blind, Disability benefits,
Old-Age, Survivors and Disability
Insurance, Reporting and recordkeeping
requirements, Social Security.

Dated: March 17, 2004.

Jo Anne B. Barnhart,
Commissioner of Social Security.

For the reasons set forth in the
preamble, we propose to amend
subparts A, E, K and M of part 404 of
title 20 of the Code of Federal
Regulations as set forth below.

PART 404—FEDERAL OLD-AGE,
SURVIVORS AND DISABILITY
INSURANCE (1950-)

Subpart A—[Amended]
1. The authority citation for subpart A
of part 404 is revised to read as follows:

Authority: Secs. 203, 205(a), 216(j), and
702(a)(5) of the Social Security Act (42 U.S.C.
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403, 405(a), 416(j), and 902(a)(5)) and 48
U.S.C. 1801.

2. Section 404.2 is amended by
revising paragraphs (c)(5) and (6) to read
as follows:

§404.2 General definitions and use of
terms.
* * * * *

(c) Miscellaneous.
* * * * *

(5) State, unless otherwise indicated,
includes:

(i) The District of Columbia,

(ii) The Virgin Islands,

(iii) The Commonwealth of Puerto
Rico effective January 1, 1951,

(iv) Guam and American Samoa,
effective September 13, 1960, generally,
and for purposes of sections 210(a) and
211 of the Act effective after 1960 with
respect to service performed after 1960,
and effective for taxable years beginning
after 1960 with respect to crediting net
earnings from self-employment and self-
employment income,

(v) The Territories of Alaska and
Hawaii prior to January 3, 1959, and
August 21, 1959, respectively, when
those territories acquired statehood, and

(vi) The Commonwealth of the
Northern Mariana Islands effective
January 1, 1987; Social Security
coverage for affected employees of the
government of the CNMI is also effective
on January 1, 1987, under section
210(a)(7)(E) of the Social Security Act.

(6) United States, when used in a
geographical sense, includes, unless
otherwise indicated:

(i) The States,

(ii) The Territories of Alaska and
Hawaii prior to January 3, 1959, and
August 21, 1959, respectively, when
they acquired statehood,

(iii) The District of Columbia,

(iv) The Virgin Islands,

(v) The Commonwealth of Puerto Rico
effective January 1, 1951,

(vi) Guam and American Samoa,
effective September 13, 1960, generally,
and for purposes of sections 210(a) and
211 of the Act, effective after 1960 with
respect to service performed after 1960,
and effective for taxable years beginning
after 1960 with respect to crediting net
earnings from self-employment and self-
employment income, and

(vii) The Commonwealth of the
Northern Mariana Islands effective
March 24, 1976; U.S. laws applicable to
Guam and which are of general
application to the States became
applicable to the CNMI as they are
applicable to the States effective January
1, 1987.

* * * * *

Subpart E—[Amended]

3. The authority citation for subpart E
of part 404 continues to read as follows:
Authority: Secs. 202, 203, 204(a) and (e),
205(a) and (c), 216(1), 222(b), 223(e), 224,
225, 702(a)(5), and 1129A of the Social
Security Act (42 U.S.C. 402, 403, 404(a) and
(e), 405(a) and (c), 416(1), 422(b), 423(e),
424a, 425, 902(a)(5) and 1320a—8a).

4. Section 404.460 is amended by
revising paragraph (a)(1) to read as
follows:

§404.460 Nonpayment of monthly benefits
of aliens outside the United States.

(a] * * *

(1) For nonpayment of benefits under
this section, it is necessary that the
beneficiary be an alien, and while an
alien, be outside the United States for
more than six full consecutive calendar
months. In determining whether, at the
time of a beneficiary’s initial
entitlement to benefits, he or she has
been outside the United States for a
period exceeding six full consecutive
calendar months, not more than the six
calendar months immediately preceding
the month of initial entitlement may be
considered. For the purposes of this
section, outside the United States means
outside the territorial boundaries of the
50 States, the District of Columbia,
Puerto Rico, the Virgin Islands of the
United States, Guam, American Samoa,
and the Commonwealth of the Northern
Mariana Islands.

* * * * *

Subpart K—[Amended]

5. The authority citation for subpart K
of part 404 continues to read as follows:
Authority: Secs. 202(v), 205(a), 209, 210,

211, 229(a), 230, 231, and 702(a)(5) of the
Social Security Act (42 U.S.C. 402(v), 405(a),
409, 410, 411, 429(a), 430, 431 and 902(a)(5)).

6. Section 404.1004 is amended by
revising the section heading and
paragraphs (b)(4), (b)(8) and (b)(9) to

read as follows:

§404.1004 What work is covered as
employment?
* * * * *

(b] * * %

(4) Citizen of the United States
includes a citizen of the Commonwealth
of Puerto Rico, the Virgin Islands,
Guam, American Samoa or the
Commonwealth of the Northern Mariana
Islands.

* * * * *

(8) State refers to the 50 States, the
District of Columbia, the
Commonwealth of Puerto Rico, the
Virgin Islands, Guam, American Samoa,
and the Commonwealth of the Northern
Mariana Islands.

(9) United States when used in a
geographical sense means the 50 States,
the District of Columbia, the
Commonw